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Technical Specification for Three-component Self-destructible Disposable Injection Syringes with Needles

1. Customer profile

The International Charitable Foundation "Alliance of Public Health" (hereinafter – the Alliance) is a leading professional organization which in cooperation with the key civil society organizations, Ministry of Health and other governmental bodies is fighting a number of epidemics, including HIV/AIDS and TB in Ukraine, managing prevention programs and providing high-quality support and financial resources to the local organizations. The Alliance's mission is to reduce the spread of infections and mortality and decrease the negative impact of epidemics by supporting civil society response to these diseases in Ukraine, as well as by disseminating effective approaches to prevention and treatment in Eastern Europe and Central Asia.
 As an independent legal entity registered in Ukraine since 2003, and upon gaining managerial independence since January 2009, the 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 implemented by the Alliance are funded by the Global Fund to Fight AIDS, Tuberculosis and Malaria (the Global Fund).
This procurement is carried out under the program "Gain momentum in reducing TB/HIV burden through forging universal access for timely and quality TB diagnostics and treatment, scaling up evidence-based HIV prevention, diagnostics and treatment, building up resilient and sustainable systems for health"  according to the terms and conditions of the grant No. 1541 dated December 20, 2017 (the grant UKR-C-AUA) between ICF "Alliance of Public Health" and the Global Fund to Fight AIDS, Tuberculosis and Malaria.
Implementation of this program by the Alliance requires the use of disposable syringes.

2. Goods Description.
2.1. Goods description.
	Lot No. 
	Syringe name and volume 
	Needle dimensions, mm (approx.)

	1
	Disposable three-component syringe with a needle, 3 ml
	23G; 0,6 x 30 mm

	2
	Disposable three-component syringe with a needle, 5 ml
	22G; 0,7 x 40 mm

	3
	Disposable three-component syringe with a needle, 10 ml
	21G; 0,8 x 40 mm


2.2. The syringe must be single-use only.
2.3. The syringe must be equipped with a special device inside the barrel, which clasps the plunger with a needle holder after the injection, and with the reverse movement of the plunger, the needle holder with the needle gets retracted inside the barrel. After the end of the injection, the needle holder must be locked to the plunger and blocked. After the injection, the needle holder with the needle is drawn inside the empty barrel with the reverse movement of the plunger. At the last stage, the plunger breaks off the needle holder, leaving a needle protected by the walls of the barrel, which is immediately disposed of.
2.4. The bidder may also offer other options that will ensure the self-destruction of the syringes and the elimination of the possibility of infection.
2.5. The syringe must have a marking that it is safe and self-destructible.
2.6. Medical products should be authorized for marketing and/or operation (application) in accordance with the legislation of Ukraine.
2.7. The manufacturing of medical products should be certified in accordance with ISO 13485: 2003 standards.

2.8. Special requirements:

2.8.1. The syringe should consist of: a transparent barrel with a lock and a plunger, a rubber cuff on the plunger to ensure the smooth movement without jerks, as well as an injection needle that is put on a syringe.
2.8.2. The syringe must be non-dismountable, with a protective device, after the injection of the medicinal product the retraction mechanism should initiate, which draws the injection needle into the syringe barrel (destroys the syringe), preventing it from attempted re-use.
2.8.3. The needle should be made of high-strength stainless steel; it is desirable to have a siliconized coating with three-facet sharpening. The plunger should be positioned in such a way that it can move smoothly and freely. The sealed cuff should be made of a material that does not contain latex (does not cause allergic reactions), preferably with three rings of contact with the inner surface of the barrel.
2.8.4. The barrel of the syringe must be transparent, there must be a stop ring on the inside of the barrel, which prevents the plunger from falling out.

The above requirements should be confirmed by the following documents:
Medical products must be registered in Ukraine and/or authorized for putting into circulation and/or operation (application) in accordance with the applicable laws. The compliance to this requirement is confirmed by a certified copy of the declaration or copies of documents confirming the possibility of putting into circulation and/or operation (application) of a medical product following the results of the compliance assessment procedure with the requirements of the Technical Regulations*.
In addition, to confirm the medical and technical (technical) requirements, the participant must confirm the compliance of the product proposed by them with a copy of the guidelines (instruction) on the operation (use) of medical products, technical documentation, etc.
_______________________
*  - Resolution of the Cabinet of Ministers of Ukraine dated 02.10.2013 No. 753 «On Approval of the Technical Regulations for Medical Products».
      - Resolution of the Cabinet of Ministers of Ukraine dated 02.10.2013 No. 754 «On Approval of the Technical Regulations for Medical Products for in vitro Diagnostics».
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3. Packaging. Marking.

3.1. The syringes together with needles should be packed in strips.
Each strip must contain the following information in Ukrainian:
· Manufacturer name;
· Batch number;
· Expiration month and year.

3.2. The strips are packed in boxes (approx. 100 pcs each), indicating:
· Manufacturer name;
· Product mane; 
· Quantity of items;
· Batch number.

3.3. Boxes (cartons) to be marked with labels (made by sticking stickers or printing) according to the layout which is given by the Alliance in Annex #5. 


4. Quantity of goods to be procured. Supply and payment conditions.
4.1. Quantity of the procurement, conditions for payment and delivery:
	Lot No
	Product name 
	Quantity

	1
	Disposable three-component syringe with a needle, 3 ml
	92 600

	2
	Disposable three-component syringe with a needle, 5 ml
	71 100

	3
	Disposable three-component syringe with a needle, 10 ml
	12 400


The above quantities will be adjusted upward to achieve the number of full syringe boxes .
4.2. The Alliance reserves the right to increase or decrease the quantity of goods procured, while remaining within +/- 20% of the total cost of such goods. 
4.3. Supply terms:
4.4. The prices should be provided under INCOTERMS 2010 on DAР Kyiv oblast, Petrivske village (warehouse) in USD, including all taxes and duties, but without VAT in Ukraine. 

ATTENTION! Exemption from VAT in Ukraine is carried out in accordance with the Resolution of the Cabinet of Ministers of Ukraine dated April 17, 2013 №284 "Certain Aspects of Importation into the Customs Territory of Ukraine of the Goods and Delivery of Services at the expense of the Grants by the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine».

4.4.1. The supply contract will be concluded and the payments for the supply will be made under the following conditions:
· in USD for non-residents of Ukraine;
· In UAH for residents of Ukraine (the price of the contract is fixed in the amount of the bid proposal of the Applicant at the NBU (National Bank of Ukraine) exchange rate on the date of the contract signing. Payment of the equivalent in US dollars is carried out as converted in UAH at the NBU exchange rate on the date of each individual invoice)

4.5. Payment for the Goods:
· Advance payment of 50% of the cost of each separate order. Payment time: 20 calendar days after confirming of the satisfactory results of verification according to para. 3.2. of this Specification by the Alliance. 
· Final payment of 50% of the cost of each separate order– during 20 calendar days after the completion of its supply.

4.5.1. If the supplier is a non-resident with the supply term of more than 50 calendar days upon the advance payment by the Alliance, the payment for goods will be carried out under 100% IRREVOCABLE L/C AT SIGHT.

4.6. Supply terms: DAP (for non-residents of Ukraine) or DDP (for residents of Ukraine) Petrivske village, Kyiv oblast, Ukraine.

4.7. Desired (but not obligatory under the terms of this tender) time of arrival of the full quantity of ordered Goods to the destination: not later than 01.06.18, or as soon as possible.
Each participant must provide their forecast of the Goods arrival time to the destination (see Appendix No. 4 to the Specification).

5. Registration
5.1. Products should be authorized for use in Ukraine in accordance with the current legislation (availability of a declaration of conformity to the requirements of technical regulations) at the time of delivery to the place of destination.
5.2 At the time of submission of the proposal, the product may be unregistered in Ukraine. In this case, the bidder must provide a written guarantee of the registration of the products with obtaining permits for the right to use such products on the territory of Ukraine. In this case, in case of his election as a winner, such participant should receive such registration no later than the time of receipt of the first batch of products on the territory of Ukraine. Written warranty must contain a schedule for obtaining this permission. Moreover, the letter should indicate that all costs associated with the registration procedure in Ukraine will be borne by the bidder. The Alliance will, if necessary, be able to provide technical assistance related to the passage of the registration procedure.
In any case, at the time of receipt of the goods into the territory of Ukraine for its customs clearance, it must necessarily be registered for its use in Ukraine.
The permissive documentation for the right of use of products on the territory of Ukraine includes: a certificate and a declaration of conformity to technical regulations, certified by the seal of the supplier company.
5.3. The winner of the tender by taking part in this tender is obliged to guarantee the extension of the registration period of these products in Ukraine in accordance with the current legislation through the end of the shelf life of the products supplied under the terms of this procurement.


6. Number of batches in the supply.
The supply must contain the least possible number of batches (lots, series) of the products. 

7. Shelf life.
Disposable syringe with a needle: 75%, but not less than 3 years since the supply.

8. Composition of bids.

Each bidding participant must provide the following documents and materials:
1. Copies of documents that prove the state registration of the bidder as the entity .
2. A copy of valid document allowing the use of these products in Ukraine (registration certificate/certificate of conformity with technical regulations).
3. Certificates confirming compliance with international quality standards (ISO 13485:2003).
4. Technical card, certificates/protocols, or other documents which confirms that the proposed products meet the medical and technical requirements of specification.
5. Provision of samples, 50 syringes of each of the volumes, 3/5/10 ml, which are offered for supply for additional quality control.
Provision of samples is obligatory for participation in the tender! 
When sending samples from abroad, it is necessary to contact the organizers of the tender for instructions on filling in the documents for sending samples by mail. Without observing these instructions, the Alliance may not be able to clear the parcel from customs control.
Products that are planned to be delivered in the future must be identical to the samples provided. Otherwise, the Alliance has the right to terminate the procurement contract and demand the return of the advance payment. In this case, the supplier must meet this requirement.
Samples may be delivered not later that the bid submission deadline.
6. If the bidder is a dealer (does not produce the goods and offers products manufactured by another entity), they should provide original of a valid document issued by the manufacturer, which would confirm bidder’s status as a distributor of such products. In case the bidder has the exclusive distributor’s status, this also has to be confirmed with a respective document
7. Filled Annexes No. 1-5 to this Specification.


9. Requirements for the preparation of bids:
The translation of each of the above documents into English/Russian/Ukrainian should be provided, if the original of such document is in a language other than indicated.  
Please note, that specific sections of the Bidding proposal must start from the title page. For example, the copy of the registration documents must be preceded by a title page “Copy of the State Registration Documents of the Participant.” 
All copies of the documents must bear the Bidder’s official corporate seal and signature.


10.  Specific requirements. 
10.1. By submitting a tender bid, the Bidder confirms its awareness of the principles and requirements applied by the Global Fund with respect to potential and actual suppliers of the goods (works, services) and grantees, as well as their representatives, as set forth in the Code of Conduct for Suppliers, freely accessible on the Customer's website (http://aph.org.ua/uk/tendery/polityky-i-protsedury/), and the website of the Global Fund at (https://www.theglobalfund.org/media/3275/corporate_codeofconductforsuppliers_policy_en.pdf), and agrees to be bound by the terms hereof.
10.2. Exemption from VAT of transactions to supply goods and services on the customs territory of Ukraine within the grants provided in accordance with the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine.
As per p. 26 subsection 2 section XX of the Tax Code of Ukraine, temporarily, for the period of implementation of the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria in Ukraine, which are implemented according to the law, transactions with supply on the customs territory of Ukraine of goods (apart from excise goods) and delivery of services shall be exempt from the value added tax, if such goods/services are paid for within the grants (sub-grants) provided in accordance with the programs of the Global Fund.
The procedure of such transactions is defined by the Resolution of the Cabinet of Ministers of Ukraine dated 17.04.2013 N 284.
In case of performance of the transactions exempt in accordance with this paragraph, provisions of paragraph 198.5 article 198 of the Tax Code and provisions of article 199 of the Code shall not be applied.

11. Winner selection criteria.

In selecting the winner, the following criteria will aplly in addition to the price: 
· Quality of the Goods (taking into account the results of the product samples testing by the Alliance and involving end users); 
· Reliability, sustainability and reputation of the supplier, previous experience of working with the supplier (if applicable); 
· Supply timeframes.
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Annex 1 to the Procurement Specification 

Please read the text below, complete and sign this form to confirm that you agree with the following terms.

To: ICF “Alliance for Public Health”
Ladies and/or Gentlemen,
Having revised the bidding documents for participation in the tender for the supply of disposable syringes, the receipt of which is hereby duly acknowledged, we, the undersigned, offer to supply and deliver _______________________(name of the goods offered for supply, brand, separate type of products) in conformity with the said bidding documents. Our prices for this bid are presented in the pricing table which forms a part of our pricing proposal. 
	If our proposal is accepted, we undertake to provide performance guarantees in the form, in the amounts, and within the times specified in the Bidding Documents.
	We agree to abide by this proposal for the Proposal Validity Period specified in the Bidding announcement (90 days). The bidding proposal shall remain binding upon us and may be accepted at any time before the expiration of that period.
	We understand that the bidding organizer shall not be obligated to accept the lowest or any of the received bidding proposals. 
			We certify/confirm that we have the legal, financial, organizational and any other capacity to fulfill the conditions of this tender and to enter into the contract.


Date ________________________________ 20...
			
[Signature]	[position]

Duly authorized to sign this Bid on behalf and upon assignment of… 







Annex 2 to the Procurement Specification 

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.
	Director of the company: job title, full name 
	

	5.
	Director’s phone number 
	

	6.
	Contact person on matters concerning bid submission 
	

	7.
	Phone number for the contact person
	

	8.
	E-mail address for the contact person 
	




Date ________________________________ 20...
			
[Signature]	[position]

Duly authorized to sign this Bid on behalf and upon assignment of…  	




Annex No. 3 to the Specification

Please fill in the table below to confirm the compliance with the requirements of the Specification.
	№
	Specification criterion 
	Confirmation of compliance or declaration of incompliance, as applicable

	1. 
	Full compliance with the general characteristics of goods, Section 2 of the Specification
	

	2. 
	Packing of the products in accordance with Section 3 of the Specification
	

	3. 
	Confirmation of the ability to ensure labeling in accordance with Section 3 (please specify in what form: sticker, drawing on packaging, etc.)
	

	4. 
	The ability of your company to provide delivery in accordance with Section 4 of the Specification
	


	5. 
	Consent to ensure the production in the lowest possible number of batches in accordance with Section 6.
	

	6. 
	The ability to ensure that the shelf life of the products complies with Section 7 of the Specification
	

	7. 
	Registration of products in accordance with the requirements of Section 5 of the Specifications
	

	8. 
	The consent of your company, if chosen the winner of the tender, to conclude a contract for delivery in the form and content as indicated in the draft agreement included in the tender documentation (taking into account the requirements of this Specification).
	



Date ________________________________ 20...	
[Signature]	[position]

Duly authorized to sign this Bid on behalf and upon assignment of…

Annex No. 4 to the Specification
Please fill in the table below.
Please pay attention to the following aspects:
1. Applicable terms of delivery: DAP Alliance warehouse (Kyiv oblast).
2. All pricing proposals must be provided in US Dollars. The declared price must include all necessary taxes and duties obligatory for this supply basis, but without VAT, according to the provisions of para. 26 of Subsection 2, Section ХХ of the Tax Code of Ukraine: the transactions on the supply on the customs territory of Ukraine of the goods (except for the ones subject to excise duty) and services shall be VAT exempt, if such goods/services are paid at the expense of grants (subgrants) provided under the programs of the Global Fund to Fight AIDS, Tuberculosis and Malaria performed under the law. The procedure of such transactions shall be determined by the Cabinet of Ministers of Ukraine. Link to the Resolution: http://zakon2.rada.gov.ua/laws/show/284-2013-%D0%BF
3. The supply contract will be concluded and the payment for the products will be made in:
· US Dollars – for non-residents of Ukraine; 
· UAH for residents of Ukraine (the contract price is fixed as per the NBU exchange rate at the date of conclusion). 
4. The «estimated delivery time in days» means the maximum time necessary to supply 100% of the products to the delivery destination (see para. 4.6. of the Specification). The period starts from the contract signing and ends with the date of delivering the last batch of the products to the destination. 

	Lot
	Goods, brand name, manufacturer catalogue number
	Manufacturer, country of origin
	Shelf life
	Number of units in the package
	Number of packages in the carton
	Price per 1 item, USD
	Estimated delivery time in days 

	1. 
	
	
	
	
	
	
	

	2. 
	
	
	
	
	
	
	

	3. 
	
	
	
	
	
	
	



Date ________________________________ 20...	
[Signature]	[position]
Duly authorized to sign this Bid on behalf and upon assignment of…
Annex 5 to the Specification


БЛАГОДІЙНА ДОПОМОГА

Продаж заборонено

Національна безкоштовна гаряча лінія з питань ВІЛ/СНІДу:

0 – 800 – 500 – 451 














Date ________________________________ 20...	
[Signature]	[position]

Duly authorized to sign this Bid on behalf and upon assignment of… 
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