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Specification on Procurement of Rapid (Express) 	Immunochromatography Tests

ICF “Alliance for Public Health” (further on referred to as Alliance) a leading professional organization in collaboration with key non-governmental organizations, Ministry of Health and other governmental authorities are fighting against a range of epidemics including HIV/AIDS and TB in Ukraine, working on prevention programs as well as providing qualitative technical support and financial resources to different organizations locally. Alliance mission is to reduce incidence and mortality/death and rate and negative impact of epidemics with the help of supporting public opposition to them in Ukraine as well as spreading effective approaches to prevention and treatment/cure in Eastern Europe and Central Asia.  
Being independent legal entity registered in 2003 in Ukraine after acquiring management independence starting from January 2009 Alliance shares values and is the member of the global partnership of Alliance for Public Health  (international charitable organization combining 30 organizations from different countries jointly with the Secretariat in Hove, Great Britain).
The main programs implemented by the Alliance are:
· Program “Investment into Impact on Tuberculosis and HIV” funded by the Global Fund to Fight AIDS, Tuberculosis and Malaria;
· Program “Involvement of Local Organizations to Development of Monitoring and Evaluation in the sphere of HIV/AIDS in Ukraine under President’s Emergency Plan for AIDS Relief (PEPFAR)” funded within the project of international technical support METIDA;
· Others.
The following procurement is realized on funds of U.S. Agency for International Development (USAID) under implementing the pilot project EQUIP on evaluating the simplified strategy of antiviral treatment of Hepatitis C in Ukraine.

1. Goods/commodities/goods procured.
							
Lot/position1. Rapid tests for qualitative identification of antibodies to virus Hepatitis C. 
Lot/position 2. Rapid tests for qualitative identification of HBsAg hepatitis B surface antigen (HBsAg).
Lot/position 3. Rapid tests for qualitative identification of HBsAb hepatitis B surface (HBsAb).
Lot/position 4. Rapid tests for qualitative identification of antibodies to virus Hepatitis B core-antigen (HBcAb).
Lot/position 5. Pregnancy test strip.

2.  Product Usage.

Usage of rapid tests within EQUIP project. 

Lot/position 1. Rapid tests for diagnosing virus Hepatitis C are aimed at qualitative identification of antibodies to virus Hepatitis C with the help of immunochromatography method in whole blood.

Lot/position 2. Rapid tests for diagnosing virus Hepatitis B aimed at qualitative identification of HBsAg hepatitis B surface antigen with the help of immunochromatography method in whole blood.

Lot/position 3. Rapid tests for diagnosing virus Hepatitis B aimed at qualitative identification HBsAb hepatitis B surface (HBsAb) with the help of immunochromatography method in whole blood. 

Lot/position 4. Rapid tests for diagnosing virus Hepatitis B aimed at qualitative identification of antibodies to virus Hepatitis B core-antigen (HBсAb) with the help of immunochromatography method in whole blood.

Lot/position 5. Pregnancy test strip aimed at rapid diagnostics of pregnancy including cases of abdominal pregnancy at very early stages of gestation. Besides with the help of the following test strips it’s possible to confirm or exclude pregnancy cases before X-rays examinations, taking medicines, work in unfavorable conditions. The principle of these tests is based on identifying 	human chorionic gonadotropin in urine samples.


3. Quantity of Goods/Products for Procurement. Conditions of Supply and Payment.

3.1. Quantity of Goods for Procurement.

	Lot
	Goods/Product Name 
	Goods/Product Quantity for Supply 

	1.
	Rapid tests for qualitative identification of antibodies to virus Hepatitis C.
	2000

	2.
	Rapid tests for qualitative identification of HBsAg hepatitis B surface antigen (HBsAg).
	1000

	3.
	Rapid tests for qualitative identification of HBsAb hepatitis B surface (HBsAb).
	1000

	4.
	Rapid tests for qualitative identification of antibodies to virus Hepatitis B core-antigen (HBcAb).
	1000

	5.
	Pregnancy test strip.
	240



3.1.1. The number of tests can be realigned in compliance with wrapping ratio.
3.1.2. Alliance reserves the right to increase or decrease the products quantity for procurement remaining in the quantity of +/- 20% from the overall cost of the goods.

3.2. All the costs should be provided in compliance with the International Commercial Terms (INCOTERMS) 2010 under the terms of DAР Kyiv region, Irpin (warehouse) in USD including all the taxes and fees including VAT in Ukraine.


3.2.1. Agreement on supply will be concluded and the payment for procured goods will be made in the following way and on the following terms and conditions:
· Payment is made in USD for companies non-residents of Ukraine;
· Payment is made in Ukrainian hryvnyas (UAH) for residents of Ukraine (the agreement price is fixed in the very same amount offered by a bidder following the exchange rate of the National Bank of Ukraine (NBU) on the date of concluding the agreement. Payment in USD is made at the rate of the Ukrainian hryvnya (UAH following the exchange rate of the National Bank of Ukraine (NBU) on the date of raising every separate invoice).

3.3. Payment Terms and Conditions:
· 50% advance payment from the cost of each separate lot of goods. Payment terms: payment is made within 20 calendar days after confirmation of verification satisfactory results in compliance with clause 3.2 by Alliance.
· Final 50% payment from the overall cost of each separate procured lot of goods is made within 20 calendar days after supply completion.

3.3.1. In case when a supplier is not a resident with the delivery date exceeding 50 calendar days after making advance payment by the Alliance (clause 3.5. of specification) payment for goods will be  made on condition of 100% irrevocable credit on holder/at sight.

3.4. [bookmark: _GoBack]Supply Conditions: DAP Kyiv (for non-residents of Ukraine) or Alliance warehouse for residents of Ukraine at the address: Irpin, Kyiv region, Ukraine.

3.5. It’s desirable that the ordered goods should be on their place as soon as possible.    
Every participants/bidder should provide their own forecast of the goods arrival at the warehouse/destination (refer to Attachment 3 to specification).

3.6. Tests supply should be in compliance with keeping to all the relevant and necessary transportation and storage terms and conditions зберігання that must be verified by data from temperature recorder (data logger) and these data will be fixed in the process of goods acquisition.
All the data on data logger (serial number etc.) are provided by a producer in the process goods dispatch which enables authorized representative of Alliance in Ukraine to check/verify data when acquiring goods. Installment of the following equipment as well as reading the results are done at the cost of a Supplier. 


4. The Number of Goods Series.

Supply should be done within the least possible number of goods series.


5. Registration. 

5.1. The products must be authorized for use in Ukraine in compliance with the existing legislation. Approvals and permits for use of goods on the territory of Ukraine include the following: certificate of compliance with the requirements verified by stamp of organization-supplier. 
5.2. Winner of this tender is obliged to guarantee extension of  registration date of the products in Ukraine in compliance with the existing legislation up to expiry date of the products following the terms and conditions of this procurement.
5.3. Registration requirements are applied to all the components of test strips including any disposables in case they are a part of the latter.
Attention! Please pay a special attention to that fact that registration of test strips should imply the possibility of using lancets. Lancets as goods for medical purpose (class ІІа) should go through assessment procedure of quality integrated control system management in compliance with bylaws of KSA (Kyiv State Authority) dated from 02.10.2013 №753 “On approval of technical requirements to medical supplies”.

6. Primary Packaging.

Package should comply with the Ukrainian legislation. It should preserve quality, safety and products stability. The whole package should be sealed and maintained from any impact in the process of transportation and misuse in an orderly manner. 
All tests should be packed individually, close, transportable and stable enough to possible unfavorable conditions in the field as well as to contain the whole range of things necessary for testing (if possible). 
Primary package should contain the following information: producer and its address, production date (month and year), storage terms and conditions, official registration in Ukraine. 
While supplying tests company-winner (Supplier) should obligatorily assure each test with specification/guide on using tests in Ukrainian.

7. Goods Procurement.

Attention! Requirements to test procurement contain as optional so compulsory parameters. 
It’s essential to comply with the requirements of clause 8.1. of the specification while acquiring parameters of optional procurement is realized by supply of additional goods lacking in initial (original) packaging. 

Packaging should be transportable/concise and stable enough to different possible unfavorable factors in the field.

7.1. Compulsory components of each test are:

7.1.1. test holder;
7.1.2. buffer;
7.1.3. sterile automatic lancet;
7.1.4. dropper/measured capillary;
7.1.5. alcohol swab (1piece);
7.1.6. dry sterile swab (2 pices);
7.1.7. usage specification in Ukrainian.

7.2. Capability of a participant to provide supply of a complete package in compliance with the terms of clause 7.1. of the specification will prevail in case of other  factors equality.

7.3. In case participant is unable to provide a complete packaging (clause 7.1. of the specification) the cost of their offer/bidding will be assessed by adding by the tendering authority the following: а) cost of lacking components (based on mid-market price/average market price) and b) cost procurement.

7.4. Individual buffer should be supplied in the quantity equal to the number of tests procured.  

In case when procured tests don’t contain individual buffers tender participant should obligatorily include procurement of additional buffers in the number of not less than 1 buffer for 5 tests. If this is the case tender participant should provide the cost of procuring additional buffers alongside with the cost of tests (cost per item; please refer to Attachment 3 to this specification).



8.  Medico-technical Requirements to Goods. 

8.1. General requirements to all the lots/goods.
Test systems production should be certified in compliance with the standards of ISO13485:2003.

8.1.1. Expiration Date/Validity Date.
For the date of supply the expiry date should be not less than 12 months (18 months for pregnancy tests). 

Supplier should provide information on the overall period of tests validity.

8.1.2. Tests time duration should not exceed 15-20 minutes (10 minutes for pregnancy tests).

8.1.3. Temperature Requirements.
Temperature requirements of storing tests should range from + 2°С to +30°С.
Supplier should provide the information on the temperature requirements to testing.


8.2. Rapid Tests to Identify Virus Hepatitis C Antibody.

8.2.1. General requirements.
Tests should provide rapid and reliable identification of virus Hepatitis C antibodies in the whole blood by immunochromotography method.

8.2.2. Sensitivity and Specificity.
Tests sensitivity and specificity should not be less than 99,0 and 99,0% correspondingly, duly documented and reflected in testing clinical protocols in manufacturing country  as well as in Ukraine.
If applicable provide the results of independent trial of WHO laboratory. 

8.2.3. Goods Procurement:
Tests Supplier should provide a complete packaging of each test necessary for the process of testing (test and buffer).  
Each test for Hepatitis C should be obligatory equipped with disposables for finger blood sampling (sterile lancet, two alcohol sterile swabs). 
Requirements to lancet: lancet (or automatic lancet) is sterile, made of metal, should contain a very sharp thin blade that provides painless puncture of a finger (little effort is required) and prevents from traumatizing tissues, non-toxic and has certificate of state registration and requirement certification. 


8.3. Rapid Tests to Diagnose Virus Hepatitis В (HBsAg).

8.3.1. General Requirements.
Tests should guarantee rapid and reliable identification of HBsAg hepatitis B surface antigen with the help of immunochromatography method in whole blood.
Test systems production should be certified in compliance with the standards of ISO13485:2003.

8.3.2. Sensitivity and Specificity.
Test analytical sensitivity is ≤ 2 ng/ml. Tests sensitivity and specificity should not be less than - 99,0 та 99,0% correspondingly, duly documented and reflected in testing clinical protocols in manufacturing country  as well as in Ukraine (data on tests effectiveness, sensitivity and specificity should be obligatory provided).
If applicable provide the results of independent trial of WHO laboratory that will serve an advantage.

8.3.3. Goods Procurement:
Tests Supplier should provide a complete packaging of each test necessary for the process of testing (test and buffer).   
Each test for Hepatitis B should be obligatory equipped with disposables for finger blood sampling (sterile lancet, dropper, two alcohol sterile swabs). 
Requirements to lancet: lancet (or automatic lancet) is sterile, made of metal, should contain a very sharp thin blade that provides painless puncture of a finger (little effort is required) and prevents from traumatizing tissues, non-toxic and has certificate of state registration and requirement certification.  


8.4. Rapid Tests to Diagnose Virus Hepatitis В (HBsAb).

8.4.1. General Requirements.
Tests should provide rapid and reliable identification of HBsAb hepatitis B surface antigen with the help of immunochromatography method in whole blood.

8.4.2. Sensitivity and Specificity.
Tests sensitivity and specificity should not be less than 98,0 та 98,0% correspondingly, duly documented and reflected in testing clinical protocols in manufacturing country  as well as in Ukraine.
If applicable provide the results of independent trial of WHO laboratory. 

8.4.3. Goods Procurement: 
Tests Supplier should provide a complete packaging of each test necessary for the process of testing (test and buffer). 
Each test for Hepatitis B should be obligatory equipped with disposables for finger blood sampling (sterile lancet, two alcohol sterile swabs). 
Requirements to lancet: lancet (or automatic lancet) is sterile, made of metal, should contain a very sharp thin blade that provides painless puncture of a finger (little effort is required) and prevents from traumatizing tissues, non-toxic and has certificate of state registration and requirement certification.  


8.5. Rapid tests for qualitative identification of antibodies to virus Hepatitis B core-antigen (HBcAb).

8.5.1. General Requirements.
Tests should provide rapid and reliable identification of antibodies to virus Hepatitis B core-antigen (HBcAb) with the help of immunochromatography method in whole blood.

8.5.2. Sensitivity and Specificity.
Tests sensitivity and specificity should not be less than 98,0 та 98,0% correspondingly, duly documented and reflected in testing clinical protocols in manufacturing country  as well as in Ukraine.
If applicable provide the results of independent trial of WHO laboratory. 

8.5.3. Goods Procurement: 
Tests Supplier should provide a complete packaging of each test necessary for the process of testing (test and buffer). 
Each test for Hepatitis B should be obligatory equipped with disposables for finger blood sampling (sterile lancet, two alcohol sterile swabs). 
Requirements to lancet: lancet (or automatic lancet) is sterile, made of metal, should contain a very sharp thin blade that provides painless puncture of a finger (little effort is required) and prevents from traumatizing tissues, non-toxic and has certificate of state registration and requirement certification.  


8.6. Pregnancy Tests Strips.

8.6.1. General Requirements.
Tests should provide rapid and reliable pregnancy identification at early stages in urine samples without using special equipment as well as additional disposables.

8.6.2. Sensitivity and Specificity.
Tests sensitivity and specificity should not be less than 25мМО/ml 	and human chorionic gonadotropin is 90% correspondingly.
Test Validity should not be less than 90% (on condition that human chorionic gonadotropin is 25 Мме\ml).


9. Tender Application Contents 

Tender participants should include the following information into their tender packages:

9.1. Copies of official registration documents of a tender participant.
9.2. Copies of Bidder’s documents on state registration of goods in compliance with the Ukrainian legislation. Supplier should provide the following: copies of compliance certificate to technical requirements. 
9.3. Filled and signed Attachments 1-3 to this specification. 
9.4. If a tender participant performs as a mediate (when they don’t produce goods but just offer goods of other legal body) it’s necessary to provide a copy of effective document issued by a producer confirming participant’s status as a distributor of these goods. 
9.5. Copies of the documents confirming correspondence of test systems production to standards of ISO13485 and ISO 9001.
9.6. Not less than 3 (three) test samples in complete packaging described in clause 8. of this specification. Goods that are supposed to be supplied in future should be identical to the provided sample. 
9.7. The supplier must provide instructions for tests made in the Ukrainian language.
9.8. Other relevant information that can help in assessing supplier’s goods.  

10. Key Criteria of Bids Assessment

Tender bid (including all the attachments to it) will be assessed based on the following criteria:
· Goods correspondence to all medico technical requirements of tender specification;
· Goods cost;
· Goods complete packaging;
· Supply period.

11.   Requirements to Tender Bids Preparation:

All the above mentioned documents should be supplied with the English/Russian/Ukrainian translation in case when the original isn’t in one of the indicated languages.
Pay attention to that fact that some chapters of a tender bid should start with a front page. For instance, a front page with the following signage “Copies of documents about tender participant’s official registration” should precede copies of documents about official registration.  
All provided documents should be verified by officially stamp and signature of a Bidder.
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Attachment 1 to Specification 

Please fill in and sign this form confirming your consent to all the below indicated terms and conditions.

Recipient: ICF “Alliance for Public Health”

Dear Sir/Madam,
	After the review of all the tender documentation we that signed below offer to supply the goods in compliance with the specification at the cost indicated in the documentation attached and that constitute the integral part of this Tender Bid.
	In case if our Tender Bid is accepted we are obliged to supply the goods in compliance with the terms and conditions of supply indicated in the draft contract (that constitutes the integral part of the documentation).
	If our offer is accepted we undertake the obligations and guarantee supplies in the form, volume and period of time reflected in the Tender documentation.
	We guarantee that the following Bid/Offer remains valid during validity date of the Bid indicated in the announcement as well as guarantee undertaking obligations in compliance with it realizing that it can be accepted any time before Bid expiration date.
	By the moment of preparing and signing final agreement/contract this Bid alongside with your written approval of this Bid’s acceptance and notification on winning the Tender is considered to binding to both parties. 
We realize that your organization isn’t obliged to accepting a Bid with the lowest possible cost or any other Bid received by your organization. 
 	Hereby we confirm that possess the necessary rights to conclude agreement/contract.

Date: ________________ 20....

			
[Signature]	[Position/Acting as]

Having relevant power mandate on the date of Bid signing	







Attachment 2 to Specification 

General Information 

Please fill in the table below



	1.
	Full name of the company/organization 
	

	2.
	Legal company address 
	

	3.
	Physical address/operational headquarters
	

	4.
	Head of company/organization: position, name and surname 
	

	5.
	Contact phone number of the head of the company/organization 
	

	6.
	Bid Contact person 
	

	7.
	Contact phone number of the person in charge 
	

	8.
	E-mail of contact person 
	








Date: ________________ 20....


			
[Signature]	[Position]

Having relevant power mandate on the date of Bid signing	
















Attachment 3 to Specification
Please fill in the table below.
While filling in the table please pay your attention to the requirements of this specification and exactly to its following aspects:  
1) Terms and conditions of supply applied: refer to clause 3. Of this specification.
2) All the costs should be provided in USD following terms of supply indicated above including all the relevant taxes and including VAT (refer to clause 3.2 of the Specification).
3) Carefully review payment terms and conditions given in clause 3.2.1 of the specification.
4) “Estimated delivery time” implies the longest period of time necessary for goods production and delivery to Kyiv. This period comes into force after signing the agreement and expires when the goods are ready for customs clearance in Kyiv.

DAP Kyiv region, Irpin / delivery to the warehouse located in Irpin.
	Lot
	Goods, brand name, catalogue/part number
	Contents/components of goods procurement

	Manufacturing country
	Period of custody
	The number of goods in one inner box (intermediate packaging)
	The number of goods in one outer/external box (outer/external packaging)
	Cost of one unit in USD
	Estimated delivery time (Kyiv)

	Lot 1

	Rapid tests to identify antibodies to virus Hepatitis C 
	Constituents of the package:
1) Test, buffer – __pieces 
2) Lancet – ___pieces 
3) Wet swab – ___ pieces
4) Dry swab - ___ pieces
5) Dropper  – ___ pieces 
6) Specification – ___ pieces
	
	
	
	
	
	

	1. 
	Additional buffer 
	
	
	
	
	
	
	

	Lot 2
	Rapid tests for qualitative identification of HBsAg hepatitis B surface antigen (HBsAg).
	Constituents of the package:
1) Test, buffer – __pieces 
2) Lancet – ___pieces 
3) Wet swab – ___ pieces
4) Dry swab - ___ pieces
5) Dropper  – ___ pieces 
6) Specification – ___ pieces
	
	
	
	
	
	

	2. 
	Additional buffer 
	
	
	
	
	
	
	

	Lot 3
	Rapid tests for qualitative identification of HBsAb hepatitis B surface antigen  (HBsAb)
	Constituents of the package:
1) Test, buffer – __pieces 
2) Lancet – ___pieces 
3) Wet swab – ___ pieces
4) Dry swab - ___ pieces
5) Dropper  – ___ pieces 
6) Specification – ___ piece
	
	
	
	
	
	

	3. 
	Additional buffer
	
	
	
	
	
	
	

	Lot 4
	Rapid tests for qualitative identification of HBcAb hepatitis B surface antigen  (HBcAb)
	Constituents of the package:
1) Test, buffer – __pieces 
2) Lancet – ___pieces 
3) Wet swab – ___ pieces
4) Dry swab - ___ pieces
5) Dropper  – ___ pieces 
6) Specification – ___ piece
	
	
	
	
	
	

	4. 
	Additional buffer
	
	
	
	
	
	
	

	Lot 5
	
Pregnancy test strip

	
	
	
	
	
	
	




Date: ________________ 20... ..			
[signature]	[Position]

Having relevant power mandate on the date of Bid signing.
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