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»JlekapcTea 3a EBpona“ nogkpensa npeanpueTuTe NPaBHU AEHCTBUA OT PeAUNLLA FTeHEPUUYHU
npousBoAUTeNU cpelly pasnopeabute Ha IMpeKTUBaTa 3a NpeYncTBaHe Ha rpagcKuUTe OTNagbyHU BOAMU
(UWWTD), KoeTo usnara Ha pUCK A0CTbMNA A0 /IeKapCTBa Ha 6bArapckuTe U eBponencku rpaxkaaHu!

Medicines for Europe nogkpena ceoute uneHose Accord, Fresenius Kabi, Insud, Polpharma, Sandoz,
STADA, Teva, Viatris u Zentiva, kouTo ca 3aBenu aeno B Cbaa Ha EBponeiickuns cblos cpelly Cb3aaBaHETO
Ha cMCTema 3a pasLliMpeHa OTroBOPHOCT Ha npousBoauTens (EPR) B lMpeKTuBaTa 3a NnpeymcTBaHe Ha
rpaackute otnagbyHu sBoau (UWWTD). CbaebHMAT UCK ce cTpeMn Aa nsberHe ANCKPUMMHALIMOHHATa U
HEenponopLMOHaHa TEXKECT Ha Pa3xoAMTe M NO TO3M HAUYUH Aa Ce 3alUTK A0CTbMA Ha NauueHTuTe 40
KM3HEHOBAXKHU NIeKapCTBa.

CHabasBaHeTO C NeKapcTBa Ha MUAMOHM naumeHTH B EC e 3acTpalleHo, Tbit KaTo cuctemaTta EPR 3acara
HenponopLMOHaAHO NPON3BOAUTENNTE HA TEHEPUYHM NEeKapCTBa. TA M 3aab/Kasa Aa puHaHcHpar
OCHOBHATa YacT OT pa3XxoAuTe 3a OTCTPaHABAHE Ha OCTaTbLUMTE OT FPaACKUTE OTNAAbYHN BOAM, KOUTO
nAOBaT OT Pa3IMYHN NPOMMULLIEHWN UK CEICKOCTOMAHCKMN M3TOYHMLM U3BBH IEKAPCTBATa M KO3METMKaATA.
EPR cuctemara, KoATO TBbPAM, Ye CTUMYMpPa pa3paboTBaHETO Ha ,,NMO-EKONOTMYHN NeKapcTBa,
npeHebpersa yHMKanHaTa Npupoaa Ha GapmaLeBTUYHUTE NPOAYKTH, KbAETO NPENPOEKTUPAHETO HA
NPOAYKTa € U3K/TOYUTENHO C/I0XKHO M YECTO HEOCHLLECTBMMO, 6e3 Aa ce KomnpomeTupa edUKacHOCTTa.

leHepuyHUTE NeKkapcTBa ca rPbOHaAKBLT HA €BPONENCKUTE CUCTEMM 3a 34paBEONA3BaHe M ca OT CbLLECTBEHO
3HaYeHue 3a 0bLWwecTBOTO, KaTo NpeacTasnasaT 70% OT OoTnycKkaHuTe nekapcTsa n 90% OT KPUTUUHUTE
JIeKApCTBA, KaTO CbLLEBPEMEHHO NpPeacTaBaABaT camo 19% ot papmaueBTUUHUTE pasxoam. FeHepuyHuTe
JIeKApCTBA, NPUEMAHN OT MUINOHM EBPONENCKM TParkAaHU, Ca U3I0XKEHWN HA HAN-TONAM PUCK Aa CTaHaT
TbProBCKM HEXM3HECNoCcobHM OT HoBaTa AUPEKTUBA, TbiA KAaTO KOMMAHMMTE HE MoraT cBob6oaHO Aa
KopurmMpar ueHute — HAkou oT easa 0,50 eBpo/KyTus — 3a Jla KOMNEeHCUpaT To3n Hanor. Hawerto
MogennpaHe NoKasea OTPULATENHOTO Bb3AENCTBUE BbPXY NpesnaraHeTo Ha WMPOKO M3MNOA3BAHM
NlekapcTBa, NpuemMaHu oT MUINOHM NauneHTu B uana Espona. Hanpumep nopaau EPR, npunaraH B
Huaepnanaua:

* MeTdopmuMH, NeKapcTeo, N3non3BaHo ot Ao 50% oT nauneHTUTe ¢ gMabeT, e n3npaseHo npes,
yBe/inveHue Ha pasxoauTe 3a sedyeHue ¢ go 875%.

* [pV aMOKCULUMANH, aHTMBMOTUK OT MbPBa IMHKUA, Pa3xoauTe Lie ce NoBumLaT ¢ A0 368%.




e /leBeTUpaLieTam, LUMPOKO M3MOA3BAHO JIEKAPCTBO 3a enusencus, ce cbabcKkBa ¢ noBuLleHUs ¢ Ao 321%.

Hewo noBeye, HaleTO MoAe/IMpaHe Pa3KpMBa APBK M AbBOKO TPEBOXKEH AMCOANaHC: TeXKECTTa Ha Tasu
CXema naja HenponopLMOHaIHO BbPXy eBTUHMUTE reHepuUYHM IeKapcTBa. Bbnpeku ye npeacrasnssat 19%
OT 06LLMTe Na3apHM Pa3xoam, reHepuyHaTa MHAYCTPUA Ce OYaKBa Aa Noeme 3awemeTtsaBawmTte go 60% ot
pasxoamTe Ha cxemata Ha [upeKkTvBaTta. ToBa egHOCTPaHYMBO pasnpeaesieHne 3acTpallaBa camaTta OCHOBa
Ha CEKTOpa, KOMTO Urpae KPUTUYHA POIA 32 OCUTYPSABAHETO Ha AOCTbMEH M YCTOMYMB AOCTbN A0 NEKAPCTBA.

[OunpekTrBaTa ce No30BaBa Ha NpMbAM3UTENHM Pa3Xxoam 3a NPeYncTBaHe Ha BoaaTa oT 1,18 muanapaa espo
rogvwwHo, Koeto 61 NoAKONaN0 MKOHOMMYECKATA LLeNecbobpasHOCT Ha MHOTO }KM3HEHOBAXHM IEKApCTBa.
N Bce nak, ToBa e KPUTUYHO NOALUEHABAaHe Ha peasiHaTa LieHa, KoATO MOoXe Aa Bapupa mexay 5u1 11
MWIMapAa eBpO roANLWHO, HaNPUMep Cnopes, repMaHCKOTO NPaBUTE/NCTBO U U3ABNEHNA HA eBpOMelcKaTa
BOAHA UHAYCTPUA. Te3n orpoMHM pasxoam bmxa cb3ganm cepuosHa Bb/iHA OT HEAOBOJICTBA OT HEAOCTUT Ha
reHepu4yHM NeKapcTBa C KatacTpodanHu nocnegnum 3a 4OCTbMA HA NAUMEHTUTE 40 IeKapcTea U
YCTOMYMBOCTTA Ha CUCTeMUTeE 3a 34paBeonassaHe B EBpona.

UWWTD He oTroBaps Ha NPUHUMNNUTE Ha CNpaBeA/IMBO pa3npeae/ieHne Ha TEXKECTTa, KaTo Hanara AaHbKa
MOYTU U3KNHOUUTENHO BbPXY NPOAAXKOUTE Ha NEeKapcTBa (M KO3METUKA) Bb3 OCHOBA Ha U3K/IIOUYUTENTHO
Henpo3payHa 1 NorpeLLHa OLUEeHKa Ha Bb34eNCcTBMETO Ha EBponeiickaTa KOMUCKSA, 1 TOBA BbMNPEKM
Ha/IMYHOCTTA Ha OFPOMHO pa3Hoobpa3sMe OT XMMUYECKM OCTaTbLM, OTKPUTU B TPAACKMTE OTNaab4YyHM BOAM.
To3n MacvBeH HaNor e 3a4bHeHa y/Mua 3a YCTOMYMBUA AOCTLN A0 /IEKAPCTBA, KAaTO UCTUHCKUA HEeraTUBeH
pe3ynTarT e 3acerHe nauuMeHTMTe U Liie AoBeAe A0 B/OLWEeHO 06LLecTBeHo 34paBe.

[oBOpEeKK 3a NpaBHUTE AOKYMEHTU OT YaeHoBeTe Ha JleKapcTea 3a EBpona, AapuaH BaH AeH XOBeH —
leHepaneH aupektop Ha Medicines for Europe Kasa: ,Hue cunHo nodKkpename npagHume 00KymeHmu
cpewyy OUCKPUMUHAUUOHHAMQA U HEMponopyuoHaaHAa cucmema 3a paswupeHa omao8opHOCM Ha
npouszsodumens 8 upekmusama 3a rnpevyucmsaHe Ha epadckume omnadvyHu 800u. Jocmvrivm 00
30paseona3saHe e OCHOBHO Npaso Ha egporielickume epaxdaHu. To3u Hepabomeuw, U MacuseH OaHbK
rMpomueopeYyu Ha Mo8a OCHOBHO MNPABO U 3aCMpPaWasa 8CUYKU ycuusA 3a nodobpasaHe Ha 0ocmwvria 00
nexkapcmea.”

MNoaxoaAawm U3TOYHMUM NO TeMaTa:

e EBponelicka areHumMaA No IeKapcTBaTa, MbpPBa BEPCUA Ha CMMCHbKA Ha Cbio3a Ha KPUTUYHUTE SIeKapCTBa
Union List of Critical Medicines, nekemspwn 2023 r

e EBponelicka komucua (2022 r.), OueHKa Ha Bb3AENCTBMETO, MPUAPYKaBalla Npea/ioXKeHMeTo 3a
OVpeKTUBa Ha EBponenckua napiameHT U Ha CbBeTa OTHOCHO NPEYMCTBAHETO Ha FPAACKUTE OTNALbUYHM
Boau (npepaboTka), cTp. 68

* [epMaHCKa areHumAa No okonHa cpeaa (2023 r.), NpuasukeaHe Hanpea: MNpeasorKeHneTo Ha
EBponelickaTta KomucKA 3a NnpepaboTeHa JMpeKTnBa 3a NpeYncTBaHe Ha rPafcKkUTe OTNALZbYHN BOAM, CTP.
8 Moving forward: The European Commission’s Proposal for a Recast Urban Wastewater Treatment
Directive,

e EurEau (2023), Position Paper 0oTHOCHO NPeA/IoKeHMETO 32 ANPEKTMBA OTHOCHO NPEYMUCTBAHETO Ha
rpagckuTe oTnagbyHu Boau (NnpepaboteH), cTp. cTp. 5, 2023 r

e [porHo3uTE 32 MOAEeNMpPaHe, NOKA3BaLLM Bb3AENCTBMETO BbPXY pa3xoauTe Ha EPR, ce ocHoBaBaTt Ha
MKOHOMMYECKN Moen, pa3paboTeH ¢ nogKpenaTta Ha gaHHKW oT IQVIA.



https://www.ema.europa.eu/en/documents/other/union-list-critical-medicines-version-1_en.xlsx
https://www.umweltbundesamt.de/sites/default/files/medien/1410/publikationen/2023-06-28_sciopap_recast-urban-wastewater-treatment-directive_bf.pdf
https://www.umweltbundesamt.de/sites/default/files/medien/1410/publikationen/2023-06-28_sciopap_recast-urban-wastewater-treatment-directive_bf.pdf
https://www.eureau.org/resources/position-papers/7023-eureau-position-paper-on-the-proposal-for-a-directive-concerning-uwwtd/file

Kakso npegcrasnasa UWWTD u EPR cxemata, KoATo cb3gaBa?

UWWTD BbBexaa ,,pa3limMpeHa oTroBOpHOCT Ha npoussoauTens” (EPR) npu npoaa>k6ata Ha 1ekapcTsa U
KO3MeTMKa, 3a [la Ce NNaTh 3a KbCHUA eTan (,KBaTepHEpPHO") NpeyYncTBaHe Ha rpaAckuTe oTnaabyHu BOAM.
Ha npakTuKa nponsBoanTennTe Ha reHepUUYHM IeKapCcTBa We TpAbBa Aa cbbMpaTt TakeK BbpXy nNpogakbarta
Ha NeKapcTBa, 3a Aa GMHaHCMpPaT MHPPACTPYKTYPHU MHBECTULMM M ONEPaTUBHU Pa3xoam Ha BogHaTa
nHaycTpua. JaHbuuTe ce npuaarat 3a npogaxkbarta Ha JIeKapCTBa, Tbil KaTo noBeyeTo GapmMaLeBTUYHU
OCTaTbLUM B OTNAaAbYHUTE BOAM Ca Pe3yiTaT OT KOHCYMaLMsa OT NauueHTMTe!, a He OT NPOM3BOACTBEHM
06€eKTU, YMMTO OTNaAbYHM BOAM Ce HabnoAaBaT CTPUKTHO U ce cBeXAaT 40 MUHUMYM OT
npousBoauMTeNnTe B CbOTBETCTBME CbC CTPOrMTE 3aKOHM 32 emucnute. CnegosaTenHo TakecmTte 3a EPR we ce
OCHOBABAT Ha ob6ema nekapcTBa, pasnpeseneHn Ha NauneHTUTe BbB BCAKA AbpPrKaBa-Y/eHKa.

To3n Hanor e ocobeHoO nNpobremaTUyeH 3a reHepuyHaTa MHAYCTPUA, KOATO A0CTaBA MNOBEYETO OT
OCHOBHMWTE /IEKAPCTBa 3@ NAUMEHTU CbC CEPUO3HKU 3abonasaHuAa. UWWTD He onpeaena makcMmaneH
npuHoc 3a EPR, KoeTo o03Ha4yaBa, 4Ye ob6wWuTe pasxoam MmoraT Aa 6baaT 3HAYMTENIHO MO-BUCOKM OT
pasxoaute, usuncneHn ot Komucmata (1,18 munmappa espo/rogmHa ot 2030-2045 r. u cnen ToBa).
MporHo3nTe 3a pasxoanuTe Ha ObPXKaBUTE-YNEHKU ca 5 A0 6 MbTU NO-BMCOKM OT OueHKaTa Ha Komucuara.
Bb3 ocHOBa Ha HalLETO MOAENMPAHE Ha peanHoTo Bb3genctene Ha UWWTD, [lMpeKTmBaTa e npeansBmKa
LYHaMM OT HEAOCTUT Ha IeKapCTBa.

! European Commission (2019), European Union Strategic Approach to Pharmaceuticals in the Environment, p. 2 -
EBponeiicka komucua (2019 r.), CTpatermueckm noaxos, Ha EBponeinckma cbio3 Kbm GpapmaLeBTUYHMTE NPOAYKTHU B
OKO/IHaTa cpeaa, cTp. 2

NekapcTBa 3a EBpona (Mpegu ETA, uniito uneH e bl'dapmA), npeacrasnasa eBponeickuTe oTpacau 3a
reHepuyHu, 6uonosobHM nekapcTBa M JleKapcTBa C p[obaBeHa CTOMHOCT,KOUTO OCUrypaBaT
BMCOKOKAQYeCTBEHN NeKapCTBa Ha KOHKYPEHTHU LEeHW 33 MUIMOHW €BPOMNENCKM MaLMeHTH.
Lpy»ecTBaTa, npeacrasassaHu oT ,,Jlekapctea 3a EBpona“,

ocurypasaT 6am30 190 000 kBannbuumpaHu pabotHM mecta B EBpona u mHBectupaTt ao 17% ot
0b0poTa CM B MHBECTULMKN B HAY4YHOM3C/Ie40BaTE/ICKa M Pa3BOMHa AeNHOCT. BusnaTta Ha eBponenckute
NPOU3BOAMTENN HA FeHepuyHU uU BuonosobHM NekapcTBa € fa ce OCUrypu YyCTOMYMB AO0CTbM A0
BMCOKOKAYeCTBEHWN JIeKapCTBA 3@ BCUYKM €BPOMENCKM NALMEHTM, Bb3 OCHOBA Ha 5 BaXHu cTbnba:
NnauneHTn, Ka4ecTBo, CTOMHOCT, YCTOMYMBOCT M MAaPTHbOPCTBO.

= medicines
(’C foreurope

better access. better health.

Press Release

Medicines for Europe supports legal action against provisions in the Urban Wastewater
Treatment Directive (UWWTD), which puts access to medicines at risk




Brussels, 10 March 2025

Medicines for Europe supports its members Accord, Fresenius Kabi, Insud, Polpharma, Sandoz, STADA,
Teva, Viatris and Zentiva who have filed a legal case with the Court of Justice of the European Union
against the creation of an Extended Producer Responsibility (EPR) system in the Urban Wastewater
Treatment Directive (UWWTD). The legal action seeks to avoid a discriminatory and disproportionate
cost burden and thus to safeguard patient access to vital medicines.

The supply of medicines to millions of patients across the EU is under threat because the EPR system
disproportionately affects the producers of generic medicines. It obliges them to finance the lion's share
of the costs for removing residues from urban wastewater which come from various industrial or
agricultural sources beyond medicines and cosmetics. The EPR system, which claims to incentivise the
development of “greener” medicines, ignores the unique nature of pharmaceuticals, where redesigning
the product is extremely complex and often unfeasible without compromising efficacy.

Generic medicines are the backbone of European healthcare systems and are essential to society,
representing 70% of dispensed medicines and 90% of critical medicines while accounting for just 19% of
pharmaceutical value. The generic medicines taken by millions of Europeans are at highest risk of being
made commercially unviable by the new directive because companies cannot freely adjust prices — some
as low as €0.50/box - to offset this levy. Our modelling shows the negative impact on the supply of
widely used medicines taken by millions of patients across Europe. For example, due to EPR applied in
the Netherlands:

e Metformin, a medicine used by up to 50% of patients with diabetes, faces increases in the cost of

treatment by up to 875%.
e Amoxicillin, a first-line antibiotic medicine, would see costs rise by up to 368%.
e Levetiracetam, a widely used epilepsy medicine, faces increases of up to 321%.

Moreover, our modelling reveals a stark and deeply concerning imbalance: the burden of this scheme
falls disproportionately on inexpensive generic medicines. Despite accounting for 19% of the total
market cost, the generics industry is expected to incur a staggering up to 60% of the costs of the scheme.
This lopsided distribution threatens the very foundation of a sector that plays a critical role in ensuring
affordable and sustainable access to medicines. The Directive refers to an estimated water treatment
cost of €1.18 billion annually, which would undermine the economic viability of many vital medicines.
Yet, this is a dramatic underestimation of the true cost which could range between €5 billion and €11
billion per year, according to, e.g., the German government and statements by the European water
industry. This massive cost would create a tsunami of generic medicine shortages, with catastrophic
consequences on patient access to medicines and the sustainability of healthcare systems in Europe.

The UWWTD fails on the principles of fairness and equitable allocation of burden by imposing the levy
almost exclusively on the sales of medicines (and cosmetics) based on a highly untransparent and flawed
impact assessment of the European Commission, and this, despite the huge variety of chemical residues
found in urban waste water. This massive levy is a dead end for sustainable access to medicines and the
real victims will be patients and deteriorating public health.

Speaking on the legal filings from our members, Adrian van den Hoven — Medicines for Europe Director
General said “We strongly support the legal filings against the discriminatory and disproportionate
Extended Producer Responsibility system in the Urban Wastewater Treatment Directive. Access to




healthcare is a fundamental right of European citizens. This unworkable and massive levy contradicts this
fundamental right and jeopardises all efforts to improve access to medicines.”

Notes for editors

Relevant sources:

e European Medicines Agency, first version of the Union List of Critical Medicines, December 2023

° European Commission (2022), Impact Assessment accompanying the
Proposal for a Directive of the European Parliament and of the Council concerning urban
wastewater treatment (recast), p. 68

e German Environment Agency (2023), Moving forward: The European Commission’s Proposal for a
Recast Urban Wastewater Treatment Directive, p. 8

e EurEau (2023), Position Paper on the Proposal for a Directive concerning urban wastewater
treatment (recast), p. p. 5, 2023

e Modelling estimates showing the cost impact of EPR are based on an economic model developed
with the support of data from IQVIA.

What is the UWWTD and the EPR scheme it creates?

The UWWTD introduces an “extended producer responsibility” (EPR) on the sale of medicines and
cosmetics, to pay for the late-stage (“quaternary”) treatment of urban wastewater. In practice, generic
medicine manufacturers will need to collect levies on the sale of medicines to finance infrastructure
investments and operational costs of the water industry. The levies apply to the sale of medicines
because most pharmaceutical residues in wastewater result from patient consumption,1 rather than
manufacturing sites, whose effluents are strictly monitored and minimised by manufacturers in
accordance with strict emission laws. Hence, the EPR fees will be based on the volume of medicines
dispensed to patients in each member state.

This levy is particularly problematic for the generic medicines industry, which supplies most of the
essential and medicines for patients with serious illnesses. The UWWTD does not set a maximum EPR
contribution which means that the total cost could be substantially higher than the costs estimated by
the Commission (€1.18 billion/year from 2030-2045 and beyond). Member State cost estimates are 5 to
6 times higher than the Commission estimate. Based on our modelling of the real impact of the
UWWTD, the Directive will cause a tsunami of medicines shortages.

! European Commission (2019), European Union Strategic Approach to Pharmaceuticals in the Environment, p. 2



https://www.ema.europa.eu/en/documents/other/union-list-critical-medicines-version-1_en.xlsx
https://environment.ec.europa.eu/system/files/2022-10/Impact%20assessment%20accompanying%20the%20proposal.pdf
https://www.umweltbundesamt.de/sites/default/files/medien/1410/publikationen/2023-06-28_sciopap_recast-urban-wastewater-treatment-directive_bf.pdf
https://www.umweltbundesamt.de/sites/default/files/medien/1410/publikationen/2023-06-28_sciopap_recast-urban-wastewater-treatment-directive_bf.pdf
https://www.eureau.org/resources/position-papers/7023-eureau-position-paper-on-the-proposal-for-a-directive-concerning-uwwtd/file

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
www.medicinesforeurope.com and on LinkedIn and X @medicinesforEU.



http://www.medicinesforeurope.com/

