[bookmark: _Toc205303894][bookmark: _Toc51601704]FORM 1. Identification form
	PRIVATE/PUBLIC LAW BODY WITH LEGAL FORM 

	OFFICIAL NAME 

	 

	ABREVIATION 
 
	 

	BUSINESS NAME (if different)  

	 

	LEGAL FORM  
ORGANISATION TYPE (FOR PROFIT OR NOT FOR PROFIT, NGO) 

	 

	MAIN REGISTRATION NUMBER /SECONDARY REGISTRATION NUMBER (if applicable) 

	 

	PLACE OF MAIN REGISTRATION 
CITY COUNTRY 

	 

	DATE OF MAIN REGISTRATION: DD/MM/YYYY 

	 

	VAT NUMBER 

	 

	ADRESS HEAD OFFICE 
POSTCODE, P.O. BOX 

CITY  
COUNTRY 
	 

	CONTACT PERSON  
PHONE  

EMAIL 
	 





	Done at: 
	 
	Date: 
	 

	By (Tenderer): 
	 
	Represented by (Full name) 
	 

	Signature of authorised representative: 
	 














[bookmark: _Toc51601709][bookmark: _Toc205303895]FORM 2. Tender Form – price
By submitting this tender the tenderer commits to performing this public contract in conformity with the provisions of the Tender Specifications/ – and explicitly declares accepting all conditions listed in the Tender Specifications and renounces any derogatory provisions such as his own general sales conditions.
The unit prices and the global prices for each item in the inventory are established relative to the value of these items in relation to the total value of the tender. All general and financial costs as well as the profits are distributed between the various items in proportion to their weight.
The value added tax is dealt with on a separate line in the summary bill of quantities or the inventory, to be added to the tender's value.
The tenderer commits to performing the public contract in accordance with the provisions of the Tender Specifications for the following prices, given in euros and exclusive of VAT:

	No.
	Deliverable Name
	Person/hours
	Price (EUR, excl. VAT)

	1
	Comparative legal analysis between Ukrainian legislation and EU acts in specific areas (by 1 Dec 2025). Includes concrete calendar plans for drafting. Appendix to the report with identified gaps (gap analysis) and formulated proposals for harmonization.
	
	

	2
	Draft regulatory acts  including: 
a) Law on Amendments to Certain Laws of Ukraine concerning the Regulation of Substances of Human Origin; 
b) Law on Amendments to Certain Laws of Ukraine concerning Cross-Border Health Care; 
c) Law on Medical Devices and In Vitro Diagnostic Medical Devices; 
d) Law on Amendments to the Law of Ukraine “On Medicinal Products.” Includes full accompanying documentation (explanatory notes, comparative tables, etc.

	
	

	3
	Consultations with key stakeholders (Ministry of Health, state authorities, Verkhovna Rada committees, public organizations, business associations, international partners). Includes consultation meetings (online and in-person) and expected number of participants

	
	

	4
	Written recommendations on further stages of implementation of the EU acquis in healthcare, covering substances of human origin (SoHO), cross-border healthcare, medical devices, and medicinal products

	
	

	5
	Draft application (including twinning fiche) for Twinning on the formation of a safety and quality assurance system for substances of human origin in Ukraine

	
	

	Total (excl. VAT):
	
	

	VAT (… %):
	
	

	Total (incl. VAT): 
	
	






	Done at: 
	 
	Date: 
	 

	By (Tenderer): 
	 
	Represented by (Full name) 
	 

	Signature of authorised representative: 
	 





[bookmark: _Toc51601710][bookmark: _Toc205303896]FORM 3. Declaration on honour – exclusion grounds
Hereby, I / we, acting as legal representative(s) of above-mentioned tenderer, declare that the tenderer does not find himself in one of the following situations : 
1) The tenderer or one of its ‘directors[1]’ was found guilty following a conviction by final judgement for one of the following offences:
1° involvement in a criminal organisation
2° corruption
3° fraud
4° terrorist offences, offences linked related to terrorist activities or incitement to commit such offence, collusion or attempt to commit such an offence
5° money laundering or terrorist financing
6° child labour and other trafficking in human beings
7° employment of foreign citizens under illegal status
8° creating a shell company.
2) The counterparty which fails to fulfil his obligations relating to the payment of taxes or social security contributions for an amount in excess of EUR 3 000, except if the counterparty can demonstrate that a contracting authority owes him one or more unquestionable and due debts which are free of all foreseeable liabilities. These debts are at least of an amount equal to the one for which he is late in paying outstanding tax or social charges.
3) The counterparty who is in a state of bankruptcy, liquidation, cessation of activities, judicial reorganisation or has admitted bankruptcy or is the subject of a liquidation procedure or judicial reorganisation, or in any similar situation resulting from a procedure of the same kind existing under other national regulations;
4) When Enabel can demonstrate by any appropriate means that the counterparty or any of its directors has committed serious professional misconduct which calls into question his integrity.
Are also considered such serious professional misconduct:
a.	A breach of Enabel’s Policy regarding sexual exploitation and abuse – June 2019
b.	A breach of Enabel’s Policy regarding fraud and corruption risk management – June 2019
c.	A breach of a regulatory provision in applicable local legislation regarding sexual harassment in the workplace
d.	The counterparty was seriously guilty of misrepresentation or false documents when providing the information required for verification of the absence of grounds for exclusion or the satisfaction of the selection criteria, or concealed this information
e.	Where Enabel has sufficient plausible evidence to conclude that the counterparty has committed acts, entered into agreements or entered into arrangements to distort competition
The presence of this counterparty on one of Enabel’s exclusion lists as a result of such an act/agreement/arrangement is considered to be sufficiently plausible an element. 
5) When a conflict of interest cannot be remedied by other, less intrusive measures; 
6) When significant or persistent failures by the counterparty were detected during the execution of an essential obligation incumbent on him in the framework of a previous contract, a previous contract placed with another contracting authority, when these failures have given rise to measures as of right, damages or another comparable sanction.
Also failures to respect applicable obligations regarding environmental, social and labour rights, national law, labour agreements or international provisions on environmental, social and labour rights are considered ‘significant’. 
The presence of the counterparty on the exclusion list of Enabel because of such a failure serves as evidence. 
7) Restrictive measures have been taken vis-à-vis the counterparty with a view of ending violations of international peace and security such as terrorism, human-rights violations, the destabilisation of sovereign states and de proliferation of weapons of mass destruction.
The counterparty or one of its directors are on the lists of persons, groups or entities submitted by the United Nations, the European Union and Belgium for financial sanctions:
For the United Nations, the lists can be consulted at the following address:
https://finances.belgium.be/fr/tresorerie/sanctions-financieres/sanctions-internationales-nations-unies  
For the European Union, the lists can be consulted at the following address:
https://finances.belgium.be/fr/tresorerie/sanctions-financieres/sanctions-europ%C3%A9ennes-ue  
https://eeas.europa.eu/headquarters/headquarters-homepage/8442/consolidated-list-sanctions_en 
https://eeas.europa.eu/sites/eeas/files/restrictive_measures-2017-01-17-clean.pdf  
For Belgium:
https://finances.belgium.be/fr/sur_le_spf/structure_et_services/administrations_generales/tr%C3%A9sorerie/contr%C3%B4le-des-instruments-1-2 	
8) << If Enabel executes a project for another funder or donor, other grounds for exclusion may be added.
The tenderer formally declares being able, when asked and without delay, to provide the relevant certificates and other kinds of supporting documents, except if: 
a.	Enabel can directly obtain the supporting documents concerned by consulting a national database in a Member State that is accessible for free, provided the tenderer has given the required information (website address, responsible authority for providing the information, specific reference of the documents) so Enabel can obtain these, with concomitant permission to access them; 
b.	Enabel already has said documents. 
The tenderer formally agrees with Enabel accessing the supporting documents substantiating the information provided in this document. 
	Done at: 
	 
	Date: 
	 

	By (Tenderer): 
	 
	Represented by (Full name) 
	 

	Signature of authorised representative: 
	 




[bookmark: _Toc205303897]FORM 4. Integrity Statement for the tenderers 
Hereby, I / we, acting as legal representative(s) of the tenderer, declare the following:  
· Neither members of administration or employees, or any person or legal person with whom the tenderer has concluded an agreement in view of performing the public contract, may obtain or accept from a third party, for themselves of for any other person or legal person, an advantage appreciable in cash (for instance, gifts, bonuses or any other kind of benefits), directly or indirectly related to the activities of the person concerned for the account of Enabel. 
· The board members, staff members or their partners have no financial or other interests in the businesses, organisations, etc. that have a direct or indirect link with Enabel (which could, for instance, bring about a conflict of interests).  
· I have / we have read Enabel’s Policy regarding sexual exploitation and abuse and Enabel’s Policy regarding fraud and corruption risk management and I / we declare fully endorsing and respecting these articles. 
· I / we have read and understood the articles about deontology and anti-corruption included in the Tender Specifications and I / we declare fully endorsing and respecting these articles. 
If above-mentioned public contract is awarded to the tenderer, I / we declare, moreover, agreeing with the following provisions:  
· In order to avoid any impression of risk of partiality or connivance in the follow-up and control of the performance of the public contract, it is strictly forbidden to the public contractor (i.e. members of the administration and workers) to offer, directly or indirectly, gifts, meals or any other material or immaterial advantage, of whatever value, to the employees of Enabel who are concerned, directly or indirectly, by the follow-up and/or control of the performance of the contract, regardless of their hierarchical rank. 
· Any (public) contract will be terminated, once it appears that contract awarding or contract performance would have involved the obtaining or the offering of the above-mentioned advantages appreciable in cash. 
· Any failure to comply with one or more of the deontological clauses is considered a serious mistake which may lead the contracting authority to take action such as excluding the contractor from this and other public contracts for Enabel, the Belgian development agency. 
· The contractor of the public contract commits to supply, upon the demand of the contracting authority, any supporting documents related to the performance conditions of the contract. The contracting authority will be allowed to proceed to any desk review or on-the-spot check which it considers necessary to collect evidence to support the presumption of unusual commercial expenditure.  
Finally, the tenderer takes cognisance of the fact that Enabel reserves the right to lodge a complaint with the competent legal instances for all facts going against this statement and that all administrative and other costs resulting are borne by the tenderer. 
 
	Done at: 
	 
	Date: 
	 

	By (Tenderer): 
	 
	Represented by (Full name) 
	 

	Signature of authorised representative: 
	 


 

[bookmark: _Toc205303898]FORM 5. Declaration on Honour Regarding Potential Links with Russia 
I, the undersigned, in my capacity as a representative of the tenderer, hereby declare on my honour that there is no Russian involvement in the contract of the tenderer I represent that exceeds the limits set out in Article 5 duodecies of Council Regulation (EU) No 833/2014 of 31 July 2014 on restrictive measures in view of Russia's actions destabilizing the situation in Ukraine, as amended by Council Regulation (EU) No 2022/578 of 8 April 2022. 
 
In particular, I declare that: 
The service provider I represent (as well as the companies within our consortium) is not a Russian national, nor a natural or legal person, entity, or body established in Russia; 
The service provider I represent (as well as the companies within our consortium) is not a legal person, entity, or body of which more than 50% of the ownership rights are held, directly or indirectly, by an entity referred to in point (a) of this paragraph; 
Neither I nor the tenderer I represent is a natural or legal person, entity, or body acting on behalf of or under the instruction of an entity referred to in point (a) or (b) above; 
No subcontractor, supplier, or entity whose capacities I use for more than 10% meets the criteria in (a), (b), or (c). 
 
	Done at: 
	 
	Date: 
	 

	By (Tenderer): 
	 
	Represented by (Full name) 
	 

	Signature of authorised representative: 
	 














[bookmark: _Toc205303899]FORM 6. GDPR  
Obligations of the contractor (‘subcontractor or processor’) vis-à-vis the contracting authority (‘personal data controller’) 
The subcontractor undertakes to:   
1. Process the personal data only for the purpose(s) stipulated in the contract;   
2. Process the personal data only on documented instructions from the controller mentioned in attachment to this contract. Where the subcontractor considers an instruction constitutes a violation of European regulations in relation to data protection or any other legal Union or Member State provision in relation to data protection, he shall immediately notify the controller thereof. Furthermore, where the subcontractor is to proceed to the transfer of personal data to a third country or an international organisation in accordance with Union or Member State law to which he is subject, in such a case, he shall inform the controller of that legal requirement before processing, unless that law prohibits such information on important grounds of public interests.  
3. Ensure the confidentiality of the personal data processed under the framework of this contract.  
4. Ensure that persons authorised to process the personal data pursuant to this contract:  
· have committed themselves to confidentiality or are under an appropriate statutory obligation of confidentiality;  
· obtain necessary training in personal data protection;  
5. regarding tools, products, applications or services, principles of data protection by design and by default should also be taken into consideration.   
6. Subcontracting 
The subcontractor may engage another subcontractor (hereinafter, the ‘subsequent subcontractor’) for carrying out specific processing activities. In this case, he informs the controller in advance and in writing of any change considered with regards to adding or replacing other subcontractors. This information must clearly indicate the processing activities that are subcontracted, the identity and contact details of the subcontractor and the dates of the subcontracting contract. The controller disposes of a minimum period of […] from the date of reception of said information to voice any objections. Such subcontracting may only be carried out if the controller has not voiced any objection during said period. 
The subsequent subcontractor is to respect the obligations of this contract for the account of and following the instructions of the controller. The initial subcontractor must ensure that the subsequent subcontractor provides the same data protection guarantees to implement appropriate technical and organisational measures in such a manner that the processing will meet the requirements of the European Data Protection Regulation. Where the subsequent subcontractor fails to fulfil his data protection obligations, the initial subcontractor shall remain fully liable to the controller for the performance of that other subcontractor's obligations. 
 
7. Information rights of data subjects 
When collecting data, the subcontractor is required to inform data subjects about the data processing which will be carried out. The formulation and format of this notification must be agreed with the controller prior to data collection. 
8. Data subjects exercising their rights   
Where possible, the subcontractor shall assist the controller to fulfil his obligation in responding to data subject rights requests: right to access, to change, right to erasure (‘right to oblivion’) and opposition, right to limit processing, right to transfer data, right not to be subject to an automated individual decision (such as profiling). 
The subcontractor must respond, in the name and on behalf of the controller and within the terms set by the European Data Protection Regulation, to any requests of persons concerned exercising their rights where it pertains to data that are the subject-matter of subcontracting under this contract. 
9. Notification of personal data breaches   
The subcontractor shall notify the controller of any personal data breach not later than […] hours after becoming aware of it by means of […]. This notification shall be accompanied by all useful documentation allowing the controller, where needed, to notify this breach to the competent supervisory authority. 
The notification shall at least:   
· describe the nature of the personal data breach including where possible, the categories and approximate number of data subjects concerned, and the categories and approximate number of personal data records concerned; 
· communicate the name and contact details of the data protection officer or other contact point where more information can be obtained;  
· describe the likely consequences of the personal data breach;  
· describe the measures taken or proposed to be taken by the controller to address the personal data breach, including, where appropriate, measures to mitigate its possible adverse effects. 
10. Assistance of the subcontractor in ensuring compliance by the controller of his obligations. 
The subcontractor shall assist the controller in carrying out data protection impact assessments. The subcontractor assists the controller with the prior consultation of the supervisory authority. 
11. Security measures   
The subcontractor undertakes to implement the following security measures: […]   
12. Processing of data  
The subcontractor undertakes upon completing data processing service delivery to:  
· erasing all personal data, or 
· sending back all personal data to the controller, or  
· forwarding the personal data to the subcontractor designated by the controller. Such dispatch is accompanied by the erasure of all existing copies in the data systems of the subcontractor.  
After erasure, the subcontractor shall substantiate the erasure in writing.  
13. Data Protection Officer  
The subcontractor shall communicate to the controller the name and contact details of his Data Protection Officer, if he has designated one in accordance to Article 37 of the European Data Protection Regulation. 
14. Register of categories of processing activities  
The subcontractor declares keeping written records of all categories of processing activities carried out on behalf of the controller, including:  
· The name and contact details of the controller on behalf of whom he operates, of any subcontractors, and where applicable, of the Data Protection Officer.  
· The categories of processing carried out on behalf of the controller;  
· Where applicable, transfers of personal data to a third country or an international organisation, including the identification of that third country or international organisation and, in the case of transfers referred to in the second subparagraph of Article 49(1) of the European Data Protection Regulation, the documentation of suitable safeguards;  
Where possible, a general description of the technical and organisational security measures, including inter alia as appropriate: The pseudonymisation and encryption of personal data; the ability to ensure the ongoing confidentiality, integrity, availability and resilience of processing systems and services; the ability to restore the availability and access to personal data in a timely manner in the event of a physical or technical incident; a process for regularly testing, assessing and evaluating the effectiveness of technical and organisational measures for ensuring the security of the processing.  
15. Documentation  
The subcontractor makes available to the controller all information necessary to demonstrate compliance with his obligations laid and allow for and contribute to audits, including inspections, conducted by the controller or another auditor mandated by the controller. 
	Done at: 
	 
	Date: 
	 

	By (Tenderer): 
	 
	Represented by (Full name) 
	 

	Signature of authorised representative: 
	 


 
 


