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Zakroczym, on 02 September 2026

MARKET INSIGHT FORM NO.
TRIO/LOG/2026/09/02/02
I. Purpose of the form:
In relation to the execution of the project entitled “Development of a new combination medicinal product for the treatment of type 2 diabetes mellitus”, co-financed from the state budget funds as part of the competitions organized by the Medical Research Agency, we would like to inquire about the value of the planned order described in detail under item II below and to provide the information listed under Appendix no. 1 to the market insight form.
Please sign (handwritten or electronically) this Market Insight Form and send a scan (in the PDF format) by e-mail to: zapytaniaofertowe@lekam.pl by: 10 September 2026.
If you need additional information, please contact us by e-mail: zapytaniaofertowe@lekam.pl
II. Order specification:
1. The planned order concerns the delivery of the active substance: Empagliflozin 18 kg, as described in the detailed order specification under item II.7 of this Market Insight Form.
2. The Ordering Party hereby informs that the indicated quantity of the substance is estimated as necessary to carry out research and no partial orders or deliveries are anticipated. The Ordering Party does not allow the submission of partial offers.
3. CPV CODE: 24000000-4 Chemical products 
4. Deadline for completion of the order: up to 3 months from order placement.
The term “delivery date” refers to the date on which the order is actually delivered to the Ordering Party’s place of business, i.e., Przedsiębiorstwo Farmaceutyczne LEK-AM sp. z o.o. in Zakroczym, upon completion of all customs, tax and logistics procedures, regardless of the date of receipt of the goods at an airport, seaport or European Union border.
If the delivery date is not met, the Ordering Party shall be entitled to charge a contractual penalty in the amount of 0.2% of the net order value for each started day of delay, calculated from the day following the delivery date, up to 20% of the net order value.
The contractual penalty may be deducted from the remuneration due to the Contractor. The contractual penalty clause does not exclude the Ordering Party’s right to seek damages in excess of the amount of the penalty, subject to general provisions of the Polish Civil Code. This order is carried out as part of a project co-financed from public funds, specifically those of the Medical Research Agency, and any delay in delivery may result in negative financial consequences for the Ordering Party, including the obligation to repay part or all of the grant. This circumstance was taken into account when determining the amount of the contractual penalties.
5. Bid expiration date: 60 days.
6. Place of completion of the order: 
Przedsiębiorstwo Farmaceutyczne LEK-AM sp. z o.o., ul. Ostrzykowizna 14A, 05-170 ul. Ostrzykowizna 14A, 05-170 Zakroczym 
7. Detailed order specification:
	Item
	Requirements

	1.
	Specification

	1.1
	Raw material: Empagliflozin
Quantity: 18 kg. 
1. Pharmaceutical-grade substance meeting the requirements for starting materials intended for use in solid oral dosage forms
2. Micronized material.
3. Particle size distribution meeting the following requirement: D(0.9) 
not greater than 25 µm. 
4. Polymorphic form: anhydrous crystalline form (in accordance with patent EP1888552B1).
5. Retest period for the micronized active pharmaceutical ingredient of at least 3 years, supported by stability study data for the micronized material
6. The entire order must come from one production batch of the active substance.

	2.
	Documentation:

	2.1
	The following documents concerning the subject of the order should be delivered for approval to the Ordering Party prior to the empagliflozin delivery:
1. Certificate of Analysis (CoA) meeting the requirements of a specification compliant with ICH Q6A. 
2. Particle Size Distribution (PSD) histogram. 
3. Confirmation of the identity of the polymorphic form. 
4. Material Safety Data Sheet (MSDS). 
5. Declaration of the batch size from which the offered active substance comes;
6. Declaration that the tests reported in the CoA were performed using validated analytical methods and, where applicable, in accordance with the requirements of the European Pharmacopoeia (Ph. Eur.), as specified in the current version of the EU ASMF. 
7. Declaration that the offered batch of the active pharmaceutical ingredient (API) was manufactured and micronized using validated processes under GMP conditions.

	3.
	Additional requirements:

	3.1
	Transport conditions: 
· The material shall be transported under controlled conditions at a temperature below 25°C.
· Datalogger required
· Transport of the subject of the order to the delivery place indicated by the Ordering Party is carried out at the expense and risk of the Contractor.

	3.2
	In order for the bid to be considered, the Bidder is required to submit the following documents along with the bid, drafted according to the Template (Appendix 1 do this market insight form) or to state in this form that the relevant documents have been submitted to LEK-AM during previous cooperation: 
1. Complete EU ASMF documentation (Open Part) for the micronized substance, of a quality compliant with EMA requirements and ICH guidelines. 
2. Evidence of GMP compliance for its manufacture in the form of GMP certificates covering both the micronized active substance and the manufacture of its intermediates. 
3. Written Confirmation (WC) of GMP compliance in accordance with Directive 2011/62/EU, if the manufacturing site is located outside Europe. 
4. Nitrosamine risk assessment report prepared in accordance with ICH and EMA requirements. 
5. Risk assessment report for residual elemental impurities in compliance with ICH Q3D and EMA requirements. 
6. Stability study results for batches of the micronized active pharmaceutical ingredient (API), if not already included in the ASMF documentation
Documentation submitted earlier must be current as of the date of submission of the offer.



8. Assessment 
The Contractor will be selected based on the lowest net price offered per kilogram of the substance.




Appendix no. 1 to the Market Insight Form
Information to be completed by the bidder:
Value of the order concerning the delivery of the items described in detail under item II.
Contractor’s full name: ………………………
Contractor’s address: ………………………
NIP (Numer Identyfikacji Podatkowej [Tax ID Number]): ………..…………………
Contact person: ………………………
Bid drafting date: ………………………
	PRICING OF THE SUBJECT OF THE ORDER

	Offered quantity (in kg)
including the size of the individual package.
	Net unit cost 
(Price per 1 kg)
	Period of the order execution from the date of its placing (no longer than 3 months)
	Payment terms 
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	Meeting specification requirements
YES/NO*

	1. Pharmaceutical-grade substance meeting the requirements for starting materials intended for use in solid oral dosage forms
	

	2. Micronized material.
	

	3. Particle size distribution meeting the following requirement: D(0.9) 
not greater than 25 µm.
	

	4. Polymorphic form: anhydrous crystalline form (in accordance with patent EP1888552B1).
	

	5. Retest period for the micronized active pharmaceutical ingredient of at least 3 years, supported by stability study data for the micronized material
	

	6.  The entire order must come from one production batch of the active substance.
	


* please enter YES or NO for each specification point.
We hereby declare that the substance offered by us meets all the requirements of the specification indicated under item II.7 of the market insight form.
We hereby declare that the subject matter of this bid is fully compliant with the order specification part and with the other conditions specified in the market insight form.
The Contractor acknowledges that this order is carried out as part of a project co-financed with public funds, specifically those of the Medical Research Agency, and any delay in delivery may result in charging contractual penalties.
……………………………………                               	..…….………………………………………
Date and place                                                                      Signature



Appendix no. 1A. to the Market Insight Form
DECLARATION*

I hereby declare that the documents specified under item 3.2 (detailed order specification: additional requirements) have been submitted by the Contractor to Przedsiębiorstwo Farmaceutyczne LEK-AM sp. z o.o. during previous cooperation.



……………………………………                               	..…….………………………………………
Date and place                                                                      Signature



DECLARATION*

I hereby declare that the documents specified under item 3.2 (detailed order specification: additional requirements) constitute an attachment to the bid submitted by means of this market insight form.




……………………………………                               	..…….………………………………………
Date and place                                                                      Signature



*Please complete and sign only one of the declarations, depending on whether the documents were previously submitted to the Ordering Party or whether the Bidder is submitting them along with the bid.
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