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[bookmark: _Toc24612517]

1. [bookmark: _Toc241851003]General information
Name of bidder/bidding consortium:	     
Address:				     
Contact person				     
(Name and e-mail)
(Please mark with a cross where applicable)
[bookmark: Kontrollkästchen2]|_|	Single bidder
[bookmark: Kontrollkästchen2_Copy_1]|_|	Member of a bidding consortium
Beneficial owners*:
	Nr.
	Nationality
	
	Family name, given name

	1
	
	
	

	2
	
	
	

	3
	
	
	

	4
	
	
	


*The EU Anti-Money Laundering Directive sets out how to identify ‘beneficial owners’ of a legal person or company. This directive was implemented in German law via the German Money Laundering Act (Geldwäschegesetz, GWG). In accordance with section 3 of the German Money Laundering Act, a beneficial owner is defined as any natural person who holds a share of at least 25% in a company. BiconY Therapeutics GmbH collects this information to ensure compliance with the German Foreign Trade and Payments Act (AWG) and meet eForms requirements.


Company size as defined by the Federal Statistical Office (only one applicable option, the following information is required for statistical purposes - VergStatVO):
	
	Micro-enterprise
(Up to 9 persons employed and annual turnover of up to EUR 2 million)
	Small enterprise
(Up to 49 persons employed and annual turnover of up to EUR 10 million and not a micro-enterprise)
	Medium-sized enterprise
(Up to 249 persons employed and annual turnover of up to EUR 50 million and not a small enterprise)
	Large enterprise
(More than 249 persons employed or annual turnover of more than EUR 50 million)

	Please select applicable option
	[bookmark: Bookmark]|_|
	[bookmark: Bookmark_Copy_1]|_|
	[bookmark: Bookmark_Copy_2]|_|
	[bookmark: Bookmark_Copy_3]|_|



Dear Sir or Madam,
We confirm that we have fully examined all procedural conditions in order to be able to assess the services to be provided.
We declare that the information we provided below is complete and accurate.
Name of the person declaring the submission of the application for participation as a whole:
     
	Contracting Entity:
BiconY Therapeutics GmbH
Lagerhofstraße 4
04103 Leipzig
	Contract:
Central Laboratory Services for Clinical Trial



	Contracting Entity:
BiconY Therapeutics GmbH
Lagerhofstraße 4
04103 Leipzig
	Contract:
Central Laboratory Services for Clinical Trial



[bookmark: RepMaintext_Start][bookmark: _Toc24612520][bookmark: _Hlk90449697][bookmark: _Hlk107827085][bookmark: _Hlk83041457](First and last name, no handwritten signature required)
Form for  self-declaration for the eligibility of tenderers	4 / 9
Form for  self-declaration for the eligibility of tenderers	4 / 11
2. [bookmark: _Toc94229849][bookmark: _Toc241851004]Self-Declaration of Bidder Consortium
Note: If there is no bidding consortium, this no. 2 does not have to be completed.

We, the companies named in more detail below, form a bidding consortium within the meaning of Section 43 (2) and (3) VgV for the above-mentioned invitation to tender. We resolve to form a consortium in the event of the award of a contract. The members of the bidding consortium are:

     , represented by Mr./Mrs.      
(Authorized representative)

     , represented by Mr./Mrs.      
     , represented by Mr./Mrs.      
     , represented by Mr./Mrs.      
     , represented by Mr./Mrs.      

Mr./Mrs. 
      
is authorized by us to represent the bidding consortium in a legally binding manner vis-à-vis the client(contracting entity for the offer, conclusion and execution of the contract. He/she is authorized to accept payments for each member of the bidding consortium. The above-mentioned members of the bidding consortium declare that they are jointly and severally liable for the performance of the contract.

     
(Place, date)
     				     				     
Name of the member of the		Name of the member of the		Name of the member of the
Applicant group and name		Applicant group and 		Applicant group and name
of the declarant			of the declarant			of the declarant

     				     				     
Name of the member of the		Name of the member of the		Name of the member of the
Applicant group and name		Applicant group and 		Applicant group and name
of the declarant			of the declarant			of the declarant

Instructions for completing Self-Declaration of Bidder Consortium:
[bookmark: _Hlk106804621][bookmark: _Hlk106804622]In the case of a bidding consortium, to be completed jointly by the consortium once; a declaration signed by the members must be submitted only upon request. If there is no bidding consortium, this no. 2 does not have to be completed.

3. [bookmark: _Toc241851005]Self-Declaration on Subcontractors/Vendors
Note: If there are no subcontractors, this no. 3 does not have to be completed
We plan to commission the following subcontractors/vendors. We are aware that in the event of a planned change of subcontractors, the written consent of BiconY is required.
	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     

	Name and address:
	     

	Description of the planned scope of services:
	     




4. [bookmark: _Toc241851006]Self-Declaration on Suitability 
I/we declare that we meet the following requirements:

1.1. Accreditation / GCLP: The central laboratory is accredited according to ISO 15189 (or equivalent, e.g. CAP/CLIA) and operates in compliance with GCP/GCLP (Good Clinical Laboratory Practice). If more than one facility is involved, a separate accreditation / certificate needs to be available for each. A copy of the relevant certificate is attached to our tender.  

1.2. Compliance with Good Clinical Practice (ICH E6) and with applicable data-protection requirements (GDPR / Regulation (EU) 2016/679) for the handling of human biological specimens and associated data, together with the relevant implemented national law (or comparable rules where a provision is not applicable to the bidder/bidding consortium).

1.3. Please provide in the following table the relevant reference projects 

At least five references as central laboratory in clinical studies with cytokine multiplex analysis and/or specimen management since October 1, 2022, (it is sufficient that the studies were provided in the reference period in the specified reference project, e.g., a reference that began on January 1, 2022, and ended on February 1, 2023, would be sufficient). Each reference must be either completed or ongoing. In the case of an ongoing reference, specifications of the planned/contractual project duration and information on the current status must be included. 

It is irrelevant whether the reference provider is a public or private company. 
BiconY reserves the right to verify the listed studies with the sponsors.

 Minimum requirements for each of the five references: 

1. Since October 1, 2022
2. Completed and ongoing reference; if ongoing, specifications of the planned/contractual project duration and information on the current status of the reference project must be included
3. The respective reference must be as central laboratory in clinical studies with cytokine multiplex analysis and/or specimen management.


	No. 
	Study (Study title and short description of the study): Subject must be central laboratory services in clinical studies with cytokine multiplex analysis and/or specimen management. 
	NCT- Number or 
EU-CT-Number
	Period of the study (since 1 October 2022)  

	1
	     
	     
	     

	2
	     
	     
	     

	3
	     
	     
	     

	4
	     
	     
	     

	5
	     
	     
	     





	     
	     

	Place, date
	[bookmark: _Hlk90886973]Name of the authorized signatory




5. [bookmark: _Toc241851007]Self-Declaration on the Absence of Grounds for Exclusion
· I/We declare that there are no compelling grounds for exclusion within the meaning of Section 123 of the Act Against Restraints of Competition (GWB)
· I/We declare that there are no optional grounds for exclusion within the meaning of 
§ 124 of the Act Against Restraints of Competition (GWB

Please note: You can find a translation of the GWB under https://www.bundeskartellamt.de/EN/Information_Service/LegalFramework/PublicProcurement/LegalFramework_PublicProcurement_node.html#doc297548bodyText1

· I/we have fulfilled my/our obligations to pay taxes and contributions as well as contributions to statutory social security,

· I/we declare that there are no reasons for my/our company that would lead to exclusion under Section 21 of the Act to Combat Illegal Employment and Undeclared Work (Act to Combat Illegal Employment - SchwarzArbG), under Section 21 of the Posted Workers Act (AEntG) or under Section 19 of the Act on the Regulation of a General Minimum Wage (Minimum Wage Act - MiLoG),

· I/We declare in accordance with Section 22 LkSG, that there are no grounds for exclusion from the award of public contracts

· By submitting this tender, we undertake – insofar as the Federal Act on Compliance with Collective Agreements (Bundestariftreuegesetzes) applies – to comply with it whilst carrying out the contract and thus to adhere to the terms of performance.

By submitting the bid electronically, I/we confirm the accuracy of all our statements made here and the completeness of the attached statements/evidence

	     
	     

	Place, date
	Name of the authorized signatory





6. [bookmark: _Toc241851008]Self-Declaration on Relation to Russia
I/we hereby submit the following binding declaration (if applicable, also on behalf of the persons represented in the participation application/offer):
· the applicant(s) / tenderer(s) does/do not belong to the 
in Article 5(k)(1) of Regulation (EU) No 833/2014, as amended by Article 1(23) of Council Regulation (EU) 2022/576 of 8 April 2022, concerning restrictive measures in view of Russia's actions destabilizing the situation in Ukraine,
named persons or companies that have a connection with Russia within the meaning of the provision, 
a) by the Russian citizenship of the applicant/tenderer or the establishment of the applicant/tenderer in Russia,
b) through the participation of a natural person or a company to which one of the criteria under letter a applies in the candidate/tenderer via the holding of shares to the extent of more than 50%,
c) by the action of the candidates/bidders on behalf of or at the direction of persons or companies to which the criteria of letters a and/or b apply.
· companies participating in the contract as subcontractors, suppliers or companies whose capacities are used in connection with the provision of evidence of suitability and which account for more than 10% of the value of the contract shall also not be included in the group of persons with a connection to Russia within the meaning of the provision.
· it is confirmed and ensured that also during the contract period no companies involved as subcontractors, suppliers or companies whose capacities are used in connection with the provision of the proof of suitability are used, which account for more than 10% of the contract value.
	     
	     

	Place, date
	Name of the authorized signatory



Article 5k of Regulation (EU) No 833/2014, as amended by Article 1(23) of Council Regulation (EU) 2022/576 of 8 April 2022, reads as follows:
 (1) It shall be prohibited to award public contracts or concessions falling within the scope of the Public Procurement Directives, as well as under Article 10(1), (3), (6)(a) to (e), (8), (9) and (10) and Articles 11, 12, 13 and 14 of Directive 2014/23/EU, under Articles 7 and 8, Article 10(b) to (f) and (h) to (j) of Directive 2014/24/EU, under Article 18, Article 21(b) to (e) and (g) to (i), Article 29 and Article 30 of Directive 2014/25/EU and under Article 13(a) to (d), (f) to (h) and (j) of Directive 2009/81/EC, to the following persons, entities or bodies or to Continue to perform contracts with such persons, entities or bodies:
(a) Russian citizens or natural or legal persons, entities or bodies established in Russia,
(b) legal persons, entities or bodies in which more than 50 % of the shares are held, directly or indirectly, by one of the entities referred to in point (a); or
(c) natural or legal persons, entities or bodies acting on behalf of or at the direction of any of the organizations referred to in subparagraph (a) or (b),
including those accounting for more than 10% of the value of the contract, subcontractors, suppliers or companies whose capacities are used within the meaning of the public procurement directives.
(2) By way of derogation from paragraph 1, the competent authorities may authorize the award or continued performance of contracts intended for
(a) the operation of civil nuclear capabilities, their maintenance, their decommissioning, the management of their radioactive waste, their supply and reprocessing of fuel elements, and the continuation of the design, construction and acceptance testing for the commissioning of civil nuclear facilities and their safety, as well as the supply of source materials for the production of medical radioisotopes and similar medical applications, critical technologies for radiological environmental monitoring, and for civil nuclear cooperation, particularly in the field of research and development,
(b) intergovernmental cooperation in space programs,
(c) the provision of absolutely necessary goods or services if they can be provided exclusively or only in sufficient quantity by the persons referred to in paragraph 1,
(d) the activities of diplomatic and consular missions of the Union and of the Member States in Russia, including delegations, embassies and missions, or of international organizations in Russia enjoying immunity under international law.
(e) the purchase, importation, or transportation of natural gas and petroleum, including refined petroleum products, and titanium, aluminum, copper, nickel, palladium, and iron ore from or through Russia into the Union; or
(f) the purchase, importation, or transportation of coal and other solid fossil fuels listed in Annex XXII until August 10, 2022.
(The Member State concerned shall inform the other Member States and the Commission of any authorisation granted under this Article within two weeks of its granting.
[bookmark: _Hlk100674991](4) The prohibitions under paragraph (1) shall not apply to the performance, until October 10, 2022, of contracts entered into prior to April 9, 2022 .

Form for application to participate self-declaration for the eligibility of tenderers	11 / 11
