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MPECCHbOBLUEHUE

OT1roBop Ha ,JlekapcTea 3a EBpona” Ha pewieHneTo Ha Cbaa Ha EC ga oTKa)ke npaBo Ha
npaBeH UCK Bb3 OCHOBA Ha npoueAypHU BbNPOCKU 32 A0ONYCTUMOCT U HaZIMUMe Ha
MHAMBUAYANHO 3acAraHe.

Bbptokcen, 20 despyapu 2026 T.

JokasaTencrsata BCe oOlle ca ACHM, Ye 33a4b/KEeHUATa 33 paslmpeHa OTrOBOPHOCT Ha
»Kanbonogatennte no UWWTD 3annawBa ga NoaKonae CUIypPHOCTTa Ha AOCTaBKUTE Ha
NlekapcTBa M AOCTLNHOTO 34paBeonasBaHe. JlekapcTea 3a EBpona, cbBMmecTHO ¢ BIPapmA we
NPOAbL/MAXKMM Aa OCnopBame paslWMpeHaTa OTrOBOPHOCT HAa *KanbonopatenuTe, 3a Aa
3alWMTMM NauneHTuTe.

MaKap 4Ye cme pa3o4YapoBaHW, Ye MbPBOMHCTAHUMOHHMAT CbA, OTpeye MNPaBOTO Ha
XanbonogartenuTe, ToBa € peLleHne No YMCTO NpoLeaypPHU BbMPOCK 3a AOMYCTUMOCT Ha
MCKa M HaMune Ha UHAMBUAYAHO 3acAraHe, C MHOrO KOHCEPBATMBEH NOAXOA, Bb3MNpUET OT
Cbaa. ToBa He e pelueHWe Mo CbLLECTBO BbMNPOCA Aa/IM CXxemMaTa 3a pasliMpeHa OTroOBOPHOCT
Ha ’KanbonopaTenute HapylwaBa 3aKOHWUTE WM NPUHUMNUTE Ha EC M 3annawsa CUrypHoTo
CHabgfABaHe C NeKapcTBa U AOCTbMNHOTO 34paBeona3BaHe.

BcblwHOCT, KakTo CbabT NOCOYBA B pPELIEHMETO CWU, Ca NpeaCTaBEHU LOKYMEHTAsIHU
[L0Ka3aTencTBa, KOUTO NOAKPENnAT HALWeTo TBbpAeHME W MpaBAT BEPOATHO M3BOAA, 4e
pasxoauTte, cBbP3aHU ¢ ocrnopBaHoTo EPR, 6uxa noakonanu 6usHec mogena u B KpanHa
CMETKa CUTYPHOCTTa Ha [AOCTAaBKMTE Ha FeHEepPUYHU NEKApCTBEHW NPOAYKTU. BcCbLLHOCT,
[A0Ka3aTesICTBa, NPOM3TUYALLM OT CKOPOLLUHM HAUMOHANHM aHan3K, NoTBbPXKAaBAT MalLaba
Ha puCKa. B HuaepnaHAMA LEeHUTE Ha HAKOU KPUTUYHM aHTMOMOTUUM Buxa moram ga ce
yBenuyart ¢ go 220%, a Ha eyeHmaTa 3a AnabeT oT NbpBa AMHUA - ¢ 40 900%.

ToBa oCTaBa CrneLleH BbNPOC M CbLLECTBEHUTE A0KA3aTeNCTBA OCTaBaT ACHW. LLe npoabakmum
Aa ocnopsame EPR v aa npopbnkaBame NpusMBMTE CU - 3aeA4HO C HapacTealma Gpow
AbPXKABU UNEHKM - A3 CNpem BPEMETO 33 CMeleH He3aBUCUMM Mpernes, 3a Aa 3aWuTum
OCHOBHMWTE AOCTaBKM Ha NIeKapcTBa.

B momeHTa npoy4same BCUYKU ,EI,GVICTBMH 3a ocurypABaHe Ha AO0CTbMa Ha NauMeHTuTe 40
NeKapcTaa.



MNoseue Hpopmauus

MemopaHayM OTHOCHO [IMpeKTUBaTa 3a NpPeyYncTBaHe Ha rpafackute otnaabyHm Bogm Urban
Waste Water Treatment Directive (UWWTD).

JNlekapctBa 3a EBpona (Mpegu ETA, uniito uneH e BlMPapmA), npeacrasnaBa eBponenickuTe
OTpac/An 3a reHepuyHu, 6MonoaobHU NeKkapcTBa M NeKapcTBa ¢ AobaBeHa CTOMHOCT,KOUTO
OCUTYPABATBUCOKOKAYECTBEHM NEKAPCTBA HAa KOHKYPEHTHW LEHW 32 MUJIMOHU €BPONEemncKu
nauneHTw.

OpyecTBaTa, npeacraBnaBaHuM oT ,JlekapctBa 3a EBpona“, ocurypasaTt 6am3o 190 000
KBaanouumpaHn pabotHn mecta B EBpona v wmHBectMpaT o 17% ot obopota cu B
MHBECTUUMM B Hay4yHOWM3CNeAoBaTeNCKa W pa3BoiHa AeWHOCT. BusmsaTta Ha eBponenckute
NPOW3BOAUTENN HA FreHEePUYHN M BronoaobHN nekapcTea e Ja ce OCUTypu YCTOMUYMB A0CTbN
00 BUCOKOKAYeCTBEHW NeKAPCTBa 3a BCMYKM €BPOMNENCKM NaLMeHTH, Bb3 OCHOBA Ha 5 BaXKHMU
CTbnba: NaUneHTHN, Ka4ecTBo, CTOMHOCT, YCTOMYMBOCT M NAPTHbOPCTBO.
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PRESS STATEMENT

Medicines for Europe response to the decision by the CJEU to deny legal standing based on
procedural matters of admissibility and whether there is an individual concern.

For Immediate Release, available online here.

Brussels, 20 February 2026

The evidence is still clear that the UWWTD EPR threatens to undermine security of supply of
medicines and affordable healthcare. We will continue to challenge the EPR to safeguard
patients.

Whilst we are disappointed that the first instance Court denied the applicants’ legal
standing, this is a decision on mere procedural matters of admissibility of the action and
whether there is an individual concern, with a very conservative approach taken by the
Court. This is not a judgment on the substantive question of whether the EPR Scheme
violates EU laws and principles and threatens the secure supply of medicines and affordable
healthcare.


https://www.medicinesforeurope.com/wp-content/uploads/2026/02/PRESS-STATEMENT-UWWTD-Court-Decision-200226.pdf
https://www.medicinesforeurope.com/wp-content/uploads/2025/07/UWWTD-MEMO-updated-state-of-play-July-2025.pdf
https://www.medicinesforeurope.com/wp-content/uploads/2025/07/UWWTD-MEMO-updated-state-of-play-July-2025.pdf

In fact, as the Court points out in its ruling, there is documentary evidence submitted that
supports our claim and renders the implication likely that the costs associated with the
contested EPR would undermine the business model and ultimately the security of supply of
generic medicinal products. In fact, evidence emerging from recent national analyses
confirms the scale of the risk. In the Netherlands, prices of certain critical antibiotics could
increase by up to 220%, and first-line diabetes treatments by up to 900%.

This remains an urgent issue and the substantive evidence remains clear. We will continue to
challenge the EPR, and further our calls - alongside an increasing number of member states -
to stop the clock for an urgent independent review in order to protect the essential supply of
medicines.

We are now exploring all actions to secure patient access to medicines.

More information

MEMO on Urban Waste Water Treatment Directive (UWWTD).

Medicines for Europe

Medicines for Europe represents the generic, biosimilar and value-added medicines
industries across Europe. Its vision is to provide sustainable access to high quality medicines,
based on 5 important pillars: patients, quality, value, sustainability and partnership. Its
members directly employ 190,000 people at over 400 manufacturing and 126 R&D sites in
Europe and invest up to 17% of their turnover in R&D investment. Medicines for Europe
member companies across Europe are both increasing access to medicines and driving
improved health outcomes. They play a key role in creating sustainable European healthcare
systems by continuing to provide high quality, effective generic medicines, whilst also
innovating to create new biosimilar medicines and bringing to market value added
medicines, which deliver better health outcomes, greater efficiency and/or improved safety
in the hospital setting for patients. For more information, please follow us at please follow
us at www.medicinesforeurope.com and on LinkedIn and X @medicinesforEU.



https://x.com/medicinesforEU
https://www.linkedin.com/company/medicines-for-europe/
http://www.medicinesforeurope.com/
https://www.medicinesforeurope.com/wp-content/uploads/2025/07/UWWTD-MEMO-updated-state-of-play-July-2025.pdf

