See the notice on TED website

209178-2026 - Sutaz

Nemecko — Zdravotnicke sluzby — Storage and labelling of GMP Goods

OJ S 60/2026 26/03/2026

Oznamenie o vyhlaseni verejného obstaravania alebo oznamenie o koncesii — Standardny rezim
Sluzby

1. Kupujuci

1.1. Kupujuci
Uradny nazov: BiconY Therapeutics GmbH
E-mail: bicony.tenderprocedure@fgvw.de
Typ kupujuceho podla pravnych predpisov: Verejny podnik pod kontrolou organu Ustrednej
Statnej spravy
Cinnost verejného obstaravatela: Hospodarske zalezitosti

2. Postup

21. Postup
Nazov: Storage and labelling of GMP Goods
Opis: The proper storage of Investigational Medicinal Products (IMPs), GMP-compliant
materials, Master Cell Banks (MCBs), and reference standards is a critical requirement to
ensure product quality, integrity, and full traceability throughout their lifecycle. All materials
must be stored under strictly controlled and continuously monitored conditions in accordance
with applicable EU GMP guidelines, ensuring compliance with defined specifications.
Therefore, we are looking for a service provider ensuring robust storage systems, including
qualified infrastructure, validated monitoring systems, and comprehensive documentation
practices fully compliant with regulatory expectations. Please refer to the tender documents for
further details.
Identifikator postupu: f98558f0-09c6-4d47-8c6d-f1b86aefed4b
Interny identifikator: BiconY 01/2026
Druh postupu: Verejna sutaz
Postup je zrychleny: ano
Odévodnenie zrychleného postupu: The current service provider has informed the Client
(contracting entity, BiconY Therapeu-tics GmbH, hereinafter also called "BiconY") recently in
March 2026 that he will be discontinuing his business operations, with operational activities
expected to wind down by end of June. The Client will receive batch releases by end of April
from their Contract Manufac-turing Organization (CMO) and must ship it to the new, long term
service provider. For this reason, there is a case of urgency that could not have been foreseen
by the Client.
Hlavné prvky postupu: This is an expedited procedure as an open procedure. No
negoatiations will take place.

2.1.1. Ugel
Druh zmluvy: Sluzby
Hlavna klasifikacia (cpv): 85100000 Zdravotnicke sluzby

2.1.2. Miesto plnenia
Kdekolvek v Europskom hospodarskom priestore
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2.1.4. Vseobecné informacie
Dopliujuce informacie: #Bekanntmachungs-ID: CXP4D9LM921#
Pravny zaklad:
Smernica 2014/24/EU
VgV -

2.1.6. Dovody na vylucenie
Zdroje dovodov na vylucenie: Oznamenie, Sutazny podklad
PoruSenie povinnosti stanovenych na zaklade Cisto vnutrostatnych dévodov vylucenia: In
accordance with §§ 123,124 GWB, § 22 LkSG
Ugast v zlogineckej organizacii:
Teroristické trestné €iny alebo trestné Ciny spojené s teroristickymi ¢innostami:
Pranie Spinavych perazi alebo financovanie terorizmu:
Podvod:
Korupcia:
Detska praca a iné formy obchodovania s ludmi:
PoruSenie povinnosti platit dane:
PoruSenie povinnosti platit prispevky na socialne zabezpecenie:
PoruSenie povinnosti v oblasti environmentalneho prava:
PoruSenie povinnosti v oblasti socidlneho prava:
PoruSenie povinnosti v oblasti pracovného prava:
Platobna neschopnost’
Aktiva spravovaneé likvidatorom:
Pozastavené podnikatelské Cinnosti:
Podobna situacia ako upadok podla vnutrostatneho prava:
Zavazné odborné pochybenie:
Dohody s inymi hospodarskymi subjektmi s cielom narus$it hospodarsku sutaz:
Konflikt zaujmov z dévodu ucasti na postupe obstaravania:
Priama alebo nepriama ucast’ na priprave tohto postupu obstaravania:
Pred¢asné ukon&enie zmluvy, Skody alebo iné porovnatelné sankcie:
Nepravdivé informacie, neposkytnutie informacii, neschopnost’ predlozit pozadované
dokumenty alebo ziskanie dévernych informacii o tomto postupe:

5. Cast’

5.1. Cast: LOT-0001
Nazov: Storage and labelling of GMP Goods
Opis: The proper storage of Investigational Medicinal Products (IMPs), GMP-compliant
materials, Master Cell Banks (MCBs), and reference standards is a critical requirement to
ensure product quality, integrity, and full traceability throughout their lifecycle. All materials
must be stored under strictly controlled and continuously monitored conditions in accordance
with applicable EU GMP guidelines, ensuring compliance with defined specifications.
Therefore, we are looking for a service provider ensuring robust storage systems, including
qualified infrastructure, validated monitoring systems, and comprehensive documentation
practices fully compliant with regulatory expectations. Please refer to the tender documents for
further details.
Interny identifikator: BiconY 01/2026

5.1.1. Ucel
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Druh zmluvy: Sluzby
Hlavna klasifikacia (cpv): 85100000 Zdravotnicke sluzby

5.1.2. Miesto plnenia
Kdekolvek v Eurépskom hospodarskom priestore

5.1.3. Predpokladané trvanie
Datum zadatia: 01/05/2026
Datum konca trvania: 31/12/2028

5.1.6. VSeobecné informacie
Vyhradena ucast’
Ugast nie je vyhradena.
Je povinné uviest mena a odbornu kvalifikaciu zamestnancov uréenych na plnenie zmluvy:
PoZiadavka na ponuku
Projekt verejného obstaravania nie je financovany z prostriedkov EU
Na toto verejné obstaravanie sa vztahuje Dohoda o vladnom obstaravani (GPA): ano
Toto verejné obstaravanie je vhodné aj pre malé a stredné podniky (MSP): nie

5.1.7. Strategické verejné obstaravanie
Ciel strategického verejného obstaravania: Ziadne strategické verejné obstaravanie

5.1.9. Kiritéria vyberu
Zdroje vyberovych kritérii: Oznamenie
Kritérium: Referencie na Specifikované sluzby
Popis vyberového kritéria: Please provide the following references. Please use the form
provided for this purpose (03_Self-declaration for the eligibility of tenderers) At least three
references from reference provider (RP) for the performance of comparable services (The
proper storage of Investigational Medicinal Products (IMPs), GMP-compliant materials, Master
Cell Banks (MCBs), and reference standards that is robust storage systems, including
qualified infrastructure, vali-dated monitoring systems, and comprehensive documentation
practices fully compliant with regulatory expectations) since January 1, 2023, (it is sufficient
that the comparable services were also 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). Only references to Storage of GMP Goods projects are permitted.
Each reference must be either completed or ongo-ing. 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.
For verification purposes, the reference details must include the contact details of a
responsible person at the respective company, i.e., name, telephone number, and/or email
address. Minimum requirements for each reference: 1. Since January 1, 2023 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 include "The proper storage of Investigational Medicinal Products
(IMPs), GMP-compliant materials, Master Cell Banks (MCBs), and reference standards that is
robust storage systems, including qualified infrastructure, validated monitoring systems, and
comprehensive documentation practices fully compliant with regulatory expectations"

Kritérium: Certifikaty od nezavislych organov o normach zabezpecenia kvality

Popis vyberového kritéria: Self-declaration for the following requirements: - QP authorized to
approve products for the EU - GMP-compliant labelling Please use the form provided for this
purpose (03_Self-declaration for the eligibility of tenderers)
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Kriterium: Povolenie alebo €lenstvo v konkrétnej organizacii potrebné pre sluzobné zmluvy
Popis vyberového kritéria: GMP Certified: issued by EMA (European Medicines Agency) or
internationally recognized equivalent. If more than one facility is involved, a separate certificate
needs to be available for each. Please submit a copy the relevant certificate with your offer.

Kritérium: Opatrenia na zabezpecenie kvality

Popis vyberového kritéria: Self-declaration for the following requirement: Handling of
antibodies that are not subject to a specific BSL Please use the form provided for this purpose
(03_Self-declaration for the eligibility of tenderers)

5.1.11. Sut'azné podklady
Jazyky, v ktorych su sutazné podklady oficialne k dispozicii: angli¢tina
Lehota na vyZiadanie doplrnujucich informacii: 02/04/2026 23:59:59 (UTC+02:00)
vychodoeuropsky €as, stredoeuropsky letny Cas
Adresa sutaznych podkladov: https://www.dtvp.de/Satellite/notice/ CXP4D9LM921/documents
Ad hoc komunikaény kanal:
Nazov: All communication takes place in English via communication tool in the project area of
the procurement portal DTVP.
URL: https://www.dtvp.de/Satellite/notice/ CXP4D9LM921

5.1.12. Podmienky verejného obstaravania
Podmienky predkladania:
Elektronické predkladanie: Povinna
Adresa na predkladanie: https://www.dtvp.de/Satellite/notice/ CXP4D9LM921
Jazyky, v ktorych mozno predloZit ponuky alebo Ziadosti o u€ast: angli¢tina
Elektronicky katalég: Nie je povolena
Varianty: Nie je povolena
Uchadzaci mézu predlozit viac ako jednu ponuku: Nie je povolena
Lehota na prijimanie ponuk: 09/04/2026 11:00:00 (UTC+02:00) vychodoeuropsky ¢as,
stredoeurdpsky letny ¢as
Doba, pocas ktorej musi ponuka zostat platna: 6 TyZzdne
Informacie, ktoré mozno doplnit’ po uplynuti lehoty na predkladanie ponuk:
Podla uvazenia kupujuceho sa mozu v8etky chybajuce dokumenty tykajuce sa uchadzaca
predlozit neskor.
Doplniujuce informacie: Bicony asks - within its discretion - the bidder to submit, complete or
correct documents, within the framework laid down by law.
Informacie o verejnom otvarani ponuk:
Datum otvorenia: 09/04/2026 11:01:00 (UTC+02:00) vychodoeurdpsky €as, stredoeurdpsky
letny Cas
Podmienky zmluvy:
Plnenie zmluvy sa musi vykonat’ v ramci programov chranenych pracovisk: Nie
Podmienky tykajuce sa plnenia zmluvy: Capacity available from late April / early May onwards
Place of performance: Company is based in the EU.
Elektronicka fakturacia: Povinna
Bude sa vyuzivat elektronické objednavanie: ano
Bude sa vyuzivat elektronicka platba: ano

5.1.15. Techniky
Ramcova dohoda:
Ziadna ramcova dohoda
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Informacie o dynamickom nakupnom systéme:
Ziadny dynamicky nakupny systém

5.1.16. Dalsie informacie, mediacia a preskimanie
Organizacia pre preskumanie: Vergabekammer des Budnes
Informacie o lehotach na preskumanie: According to Article 160, Section 3 of the German Act
Against Restraint of Competition (GWB), application for review is not permissible insofar as 1.
the applicant has identified the claimed infringement of the procurement rules before
submitting the application for review and has not submitted a complaint to the contracting
authority within a period of 10 calendar days; the expiry of the period pursuant to Article 134,
Section 2 remains unaffected, 2. complaints of infringements of procurement rules that are
evident in the tender notice are not submitted to the contracting authority at the latest by the
expiry of the deadline for the application or by the deadline for the submission of bids,
specified in the tender notice. 3. complaints of infringements of procurement rules that first
become evident in the tender documents are not submitted to the contracting authority at the
latest by the expiry of the deadline for application or by the deadline for the submission of bids,
4. more than 15 calendar days have expired since receipt of notification from the contracting
authority that it is unwilling to redress the complaint. Sentence 1 does not apply in the case of
an application to determine the invalidity of the contract in accordance with Article 135, Section
1 (2). Article 134, Section 1, Sentence 2 remains unaffected.
Organizacia poskytujuca dopliujuce informacie o postupe verejného obstaravania: BiconY
Therapeutics GmbH
Organizacia prijimajuca ziadosti o ucast: BiconY Therapeutics GmbH

8. Organizacie

8.1. ORG-0001
Uradny nazov: BiconY Therapeutics GmbH
Registracné Cislo: HRB 41594
Postova adresa: Lagerhofstralle 4
Mesto: Leipzig
PSC: 04103
Niz8ia Uzemna jednotka krajiny (NUTS): Leipzig, Kreisfreie Stadt (DED51)
Krajina: Nemecko
E-mail: bicony.tenderprocedure@fgvw.de
Telefon: +49 69 7191890-12
Roly tejto organizacie:
Kupujuci
Organizacia poskytujuca doplfiujuce informacie o postupe verejného obstaravania
Organizacia prijimajuca ziadosti o u¢ast

8.1. ORG-0002
Uradny nazov: Vergabekammer des Budnes
Registracné Cislo: 022894990
Postova adresa: Kaiser-Friedrich-Stral3e 16
Mesto: Bonn
PSC: 53113
NizZ8ia uzemna jednotka krajiny (NUTS): Bonn, Kreisfreie Stadt (DEA22)
Krajina: Nemecko
Kontaktné miesto: Vergabekammer des Bundes beim Bundeskartellamt
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E-mail: vk@bundeskartellamt.bund.de
Fax: +492289499163

Roly tejto organizacie:

Organizacia pre preskumanie

8.1. ORG-0003
Uradny nazov: Datenservice Offentlicher Einkauf (in Verantwortung des Beschaffungsamts
des BMI)
Registracné Cislo: 0204:994-DOEVD-83
Mesto: Bonn
PSC: 53119
Niz8ia uzemna jednotka krajiny (NUTS): Bonn, Kreisfreie Stadt (DEA22)
Krajina: Nemecko
E-mail: noreply.esender hub@bescha.bund.de
Telefén: +49228996100
Roly tejto organizacie:
TED eSender

Informacie o oznameni

Identifikator/verzia oznamenia: d2d5fa95-a74d-4fb8-a39f-3c6ba62247a1 - 01

Typ formulara: Sutaz

Typ oznamenia: Oznamenie o vyhlaseni verejného obstaravania alebo oznamenie o koncesii
— Standardny rezim

Podtyp oznamenia: 16

Datum odoslania oznamenia: 24/03/2026 17:17:07 (UTC+01:00) stredoeurdpsky Cas,
zapadoeurépsky letny ¢as

Jazyky, v ktorych je toto oznamenie oficialne k dispozicii: angli¢tina

Cislo uverejnenia oznamenia: 209178-2026

Cislo vydania série S turadného vestnika: 60/2026

Datum uverejnenia: 26/03/2026
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