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-“ Kauecmeenu aexapemesa, docmonmu sa scexu!

Bogewwm npoussogutenm o6kansat AUCKPUMUHALMUOHHM TaKCU 3a
oTnNagbyHU BOAM BbPXY IeKapcTBaTa npeg EBponeiickua cba,

bptokcen, 27 anpwun 2026 .

YneHoBeTe Ha ,JlekapctBa 3a EBpona” Adamed, Fresenius Kabi, InsudPharma, Polpharma,
Sandoz, Stada, Zentiva, TEVA wn Viatris we ob6xansat npen Cbaa Ha Esponeiickua cbios
OOMNYCTMMOCTTa Ha TexXHUMTe WCKOBE 3a OTMsSHAa Ha TOBa, KOETO cyuMTame 3a
AVUCKPMMUHALUMOHHO M TMPaBHO OMOPOYEHO pasnpeaeseHne Ha pasxoAuTe CbriacHo
[OnpeKTMBaTa 3a NpeyncTBaHe Ha rpaackutTe oTnagbyHu Boau (UWWTD). Tasu Kanba e
HacoyeHa KbM OCUrypABaHE Ha pe3y/TaT, NpegoTBpaTABall, HeAOCTUra Ha JIeKapcCTBa,
rapaHTMpalw, 3apaBHaTa CUFYpPHOCT M NOAAbPXKal, MPOU3BOACTBOTO Ha KPUTUUHM U
OCHOBHMU nekapcrea B EBpona.

[enoTto ce oTHacA 40 NPaBHOTO OCHOBAHWeE, AM3alHA U Bb34ENCTBMETO Ha Taka HapeyeHaTa
Cxema 3a paswmpeHa OTroBOPHOCT Ha npowussoautens (EPR), KOUTO He 6axa OLEeHeHM OT
NbPBOMHCTAHUMOHHMA 06w, cba. O6WMAT CbA, ce e 3aHMMa/N camo C AOMYCTUMOCTTa Ha
MCKOBETE M € OTPEKb/ NPABOTO Ha APY!KeCcTBaTa, OCNopBaLLM cxemaTa 3a EPR, 6e3 ga Bleme
npeasua, oTpMUATeNIHOTO Bb34ENCTBME Ha Ta3u CXema BbPXy OCHOBHMUTE NpaBa, 34paBHUTE
CUCTEMM WM KOMMETEHTHOCTTAa Ha AbprKaBuTe 4YneHkM Ha EC. CxemaTa 3a paswupeHa
oTroBopHOCT Ha npowusBoautens (EPR) nogueHaBa pasxoguTe, KOUTO Le ce MnoHecaT 3a
nekapctea (go 11 mmamnapaa eBpo rogmwHo, Koeto € 10 NbTU NO-BMCOKO OT OLEHKUTE Ha
Komucuata) n HagueHsBa 3asiBEHUTE HMBA Ha TOKCMYHOCT, MPUYMHEHU OT ynoTpebaTa (M
OTAENAHeTO) Ha NeKapcTBa OT naumeHtuTe. MNpu M3Non3BaHe Ha AaHHWM OT labopaTopHU
Tectosel, KakTo ce n3nckBa ot EBponeiickaTa areHUMs No eKapcTBaTa 3a OLEeHKa Ha pUcKa
3a OKOMHaTa cpeaa?, 4-te monekynu, oueHeHu ot KomucuaATa, NpeacTasasBaTt Nno-maako oT
1% oT 0bWMTE XMMMUYECKM OCTaTbLM BMECTO 3aAaBeHnTe 58%.

ToBa 3aKOHOAATE/NCTBO e MMa ApamMaTUyHM nocneamum 3a obuecTBeHOTO 34paBe U 3a
NPOU3BOAUTENINTE HA /IeKapCTBa:



- JleKapcTBOTO 3a enuiencua eBeTMpaLeTam, KOETo € OT CbLLEeCTBEHO 3HauYeHM e 3a AeLarTa,
MOXe Aa ce cbabcKa c Takecu oT 322%, KoeTo npaBuM HeEPeHTabuHO cHabaABaHETo Ha
nauMeHTUTe B EBpoMna, Koeto 61 MMmano gpamaTUiHM Nocneamum 3a obLLecTBEHOTO 3 paBe.

- 16 mnanoHa naumeHtn B EC pasumtat Ha NeKapcTBOoTO 3a AuMaber meThOpPMUH, KOETO
MOXKe Aa ce cbabcKa ¢ Takem oT 875%, KoeTo npasBu cHabaasaHeTo my 3a EC HepeHTabuaHo.
MpemnHaBaHETO KbM anTepHaTMBHWU NeKapcTBa OU yBENMUYMNO 3HAYMTENHO pasxoguTe 3a
NleyeHmne Ha amabet (Hanpumep 25 NbTr B McnaHus).

- KpuTMyHM aHTMO6MOTMUM KaTo LMNPOGAOKCAUMH, KOMTO € OT CbLLeCTBEeHO 3HavyeHue 3a
eXxegHeBHU MHOEKUUM M 3@ CUFYPHOCT B CAy4val Ha BMOTepopuCTMYHA aTaka, MOXKe Aa ce
CONBbCKAT C TAaKCU 3a paswiMpeHa OTrOBOPHOCT Ha npoussBoauTtena (EPR), ekBMBaneHTHU Ha
1358% OT CTOMHOCTTA MY, KOETO NpaBu NPOU3BOACTBOTO My 3a EBpona HepeHTabunHO.

To3n 3aKoOH HAMaA pa posBeae A0 ,,NO-€KONOTMYHU NeKapcTBa, TblM KAaTO aKTUBHUTE
CbCTaBKNM OOMKHOBEHO He MoraT ga 6baaT moanduumpaHum, 6e3 ga ce 3arybu TAxHaTa
edpekTnBHOCT. OCBEH TOBA, BCAKA MOANDMKALMA HA IEKApPCTBa, aKo M306LL0 e Bb3MOXKHa, b1
M3UCKBaNa MWAMApPAM €BPO pPasxoAu 3a Hay4yHOM3C/AenoBaTe/IcKa WM pasBOMHA AEMHOCT,
KaKTO M TOAUHWN HOBU KANHUYHM U3NUTBAHUA 3a B6e30onacHOCT M edUKACHOCT Ha NauneHTUTe
6e3 HMKaKBa rapaHumMa 3a ycnex. B HAKOM cnydaun, KaTo Hanpumep aHTUBMOTULMTE, TOBA He
camo 61 6MN0 HENOCK/THO CKBMO, HO MOXE Aa U3MCKBA NO-BUCOKM A,03M, KaTo NO TO3U HAYMH
OONpPUHACcA 33 YCKOpABAHE Ha aHTMMUKPOOHATa pPe3nCTeHTHOCT, KoATO ybuea Hag 35 000
nauneHTn roanwHo B EC.

OT pelaBallLo 3HaYeHMe e, Ye peleHnATa 3a 3aLMTa Ha AOCTbNHUTE IeKapCTBa He moraT Aa
YaKaT 40 npunaraHeTo Ha [upeKkTuBata MAM HeWHuA nperneq npes 2033 r. Takcute 3a
paswmpeHa oTroBOpHOCT Ha npoussoautens (EPR) 3a 2029 r. we ce ocHoBaBaT Ha obema
Ha npoaa)kébute npes 2028 r., KoeTo O3Ha4yaBa, Ye KOmMnaHuute TpAbBa Aa B3emar
HenocpeacCcTBEHM U HeobpaTMmu pelleHUA 33 NPOAb/IXKaBaHe Ha NPOU3BOACTBOTO 3a
Espona. be3 pelweHWe TOBa pPMCKyBa NpeanasHO W3TernaHe Ha J/IeKapcTBa, HamaneHo
npegsiaraHe M NOBMLLEHA HENpPeACcKasyemMocCT 3a 34paBHUTE cUCTeMU. BcAKa Kopekuma no
Bpeme Ha NpuaaraHeTo We Aonae TBbpAe KbCHO, 33 Aa Ce NpeAoTBPaTh 3HAUMTENHa Bpeaa
33 obLLecTBEHOTO 34paBe M NPOM3BOACTBOTO Ha KPUTUYHM M OCHOBHWM nekapctea. Mopaau
Tasn nNpuYMHa uneHoseTe Ha ,JlekapcTBa 3a EBpona“ TbpcAT npaBHa 3awmTta npep,
€BpONencKknTe CbANANLA.

FoBOpENKN NO NOBOA NPaBHUTE AOKYMEHTWU, NOJAAEHWU OT HawwuTe YyneHose, AApPWaH BaH
AeH XOoBeH — reHepaneH aupekTop Ha ,JlekapcrBa 3a EBpona” — 3assu: ,To3u anesn e 3a da
ce eapaHmupa, Ye Espona He u3naza nayueHmume HA PUCK 4Ype3 Aowo pazpabomeHo
3a0KoHoOamesicmeo. Hyxdaem ce om 3aKOHU 30 0MA38aHE HA OKO/AHAMA cpeda, HO Mosad
mpsabea 0a ce 0CHOBABA HO CMPO2a HAYKA, 00 8bPBU PLKA 30 PbKA C NpedomepamasaHemo
Ha Hedocmue 3a nayueHmMume U 3aWumama HA CUsaHA 30pasHa cucmema U UHOYCMPUS.
AKO He ce npednpuemam Oelicmausa, Hawume 4YneHoge we 6voam npuHydeHuU 0a ezemam
Heobpamumu peweHus, Ppuckyealiku Hedocmue HQA IU3HEHOBAMHU seKapcmea Uu
omcnabealiku 2omosHocmma Ha Espona 3a kpusu. CrnewHo mpsbsa 0a cripem
npuna2aHemo HA HAcMoAwama cucmema U 0 HAMEPUM UKOHOMUYECKA M0AUMUKAG,
OCHOBGHA HO 00KA3aMesICma8ad, KOAMO 3auumasa KaKmo nayueHmume, Maka u OKoOAHamMa
cpeda.”



beneXKku 3a pegakropure

LleHTHbp 3a pecypcu:
e Memo on Urban Wastewater Treatment Directive
¢ Ramboll study on Micropollutants in Urban Wastewater
e Note on Bio Innovation list of substances found in Urban Wastewater

KaksBo npepgcraBnasa [upeKTuBata 3a NpeyucrtBaHe Ha oTnagbyHu Bogu (UWWTD) u
cxemarta 3a paswimMpeHa OTroBOPHOCT Ha npousBoguTtenute (EPR), KoAaTo T4 cb3aaBa?

e Mpon3BoacTBOTO Ha GapMaLEeBTUYHM MPOAYKTM OT MHOrO rogMHU e 0BeKT Ha CTporu
M3MCKBAHMA 33 MPEYNCTBAHE Ha OTNagbyHM BoAW. OTNagbyHUTE BOAM OT NPOM3BOACTBEHUTE
06eKT Beye ce cnemAT otb/aN30 U Ce MUHUMU3UPAT OT NpoussoauTenuTe. B gonbaHeHne
KbM TOBa, [JMpeKTMBaTa 33 NPEeYNCTBAHETO Ha BUTOBUTE OTNALbYHM BOAM (UWWTD) Beve LWwe
BbBEKAA ,PasWMpeHa OTFOBOPHOCT Ha npowussoautens” (EPR) Bbpxy npopaxbaTa Ha
NeKapcTBa M KO3METMKA, 33 Aa Ce Nnalla 3a KbCHUA eTan (,4eTBbpTUYEH”) npouec Ha
NPeyYncTBaHe Ha rpaackuTe OTNagbyHM BOOM, KOUTO CbAbPKAT MUKPO3aMbPCUTENM OT
ronsiMo pasHoobpasune oT U3TOYHMLM, BKAOYMTENHO CaMO A0 M3BECTHA CTeNeH OTAENSHETO
Ha OCTaTbUM OT NeKapcTBa. Ha npakTuKa Npov3BOAMTENNTE HA FEHEPUYHW NEKAPCTBA Lue
TpabBa Aa cbbMpaT TaKcK BbpXy NpoaaxkbaTa Ha NeKkapcTBa, 3a A3 GUHAHCMPAT UHBECTULUU
B MHOPACTPYKTYypa 1 onepaTUBHUTE Pasxoam Ha BoAHaTa MHAYCTpMA. TakcuTe ce npunaraT 3a
npoparkbata Ha NeKapcTBa, Tbi KaTo papmaLeBTUYHWUTE OCTaTbLM B OTNALbBYHWUTE BOAM
MABAT OT KOHCyMauuaTa MM OT NauMeHTUTe, B CbOTBETCTBME CbC CTPOrMTE 3aKOHM 3a
emucunte. CnefoBaTeNiHO, TaKCUTe MO EPR Le ce OCHOBaBaT Ha obema Ha /JieKapcTBaTa,
KOHCYMMPaHW OT NaLMEHTUTE BbB BCAKA AbPrKABa Y/EHKa.

e Ta3n Takca e ocobeHo npobnematnyHa 3a MHAYCTPUATA 33 FEHEPUYHM NEeKAPCTBA, KOATO
[,0CTaBsA MNo-ronAmMmara 4acT OT OCHOBHUTE JIEKAPCTBa 3a NauneHTute. OUEeHKUTE Ha pasxoauTe
Ha AbpXKaBUTE YIEHKM ca OT 3 A0 6 NBTM NO-BUCOKM OT OLLEeHKUTe Ha Komucmara. Bb3 ocHoBa
Ha MKOHOMMYECKO MmogenupaHe - economic _modelling®! Ha peanHoTo Bb3geiicTBMe Ha
JupekTnBaTa 3a NpeyncTBaHe Ha rpaackute TpaHcnopTHU cpeactea (AMIOB), AupeKktmBaTa
e npean3BUKa LLyHaMM OT HEAOCTUM HA IeKapCTBa.

e Cbuo Taka, UWWTD urHopupa cneunduU4HnTE XapakKTeEPUCTUKN Ha onepaTuBHUA BusHec
MOAEN HA reHepuyHaTa WHAYCTPUA, KOWTO OCHOBHO pPasyMTa Ha W3MNON3BAHETO Ha
YCTaHOBEHW aKTUBHM dapmaueBTUYHM cbCcTaBKK (APIs) cnep 3aryba Ha eKCKIy3MBHOCT, 3a Aa
OCUTYpW O0CTbMN HA NAUMEHTUTE 40 OCHOBHM W KMBOTOCMNACABALLM SIEKAPCTBA HA AOCTLMNHMU
ueHn. Tosm busHec moaen 61 6MN NogKonaH, ako reHepuyHaTa HAYCTpUA 6bae GMHAHCOBO
CaHKUMOHMPAHA 33 W3NON3BAHETO Ha TaKmBa ycTaHOBeHM APIs M no To3n HauuH 6bae
NPUHYAEHA A3 NPEeMUHE KbM onepaTuBHMUA BU3Hec moaen Kbm paspaboTtsaHe Ha HOBK APIs
— aKO M306LL0 e Bb3MOXHO — KOEeTo 61 yBEANYNAO APACTUYHO Pa3XxoauTe 33 NAUUEHTUTE.

e HaKpas, cxemaTa 3a pasliMpeHa OTroBOPHOCT Ha npoussogutena (EPR), yctaHoBeHa oT
OvpeKkTnBaTa 3a MNpeyYnucTBaHe Ha rpagackute otnagbvyHn Bogu (UWWTD), HapywaBsa
NPUHLMMA ,,3aMbPCUTENAT NNAWA“, TbA KaTO NPOU3BOAMUTENINTE HA JIEKAPCTBEHU NPOAYKTU
(i) we TpabBa ga noemat pasxoAmTe 3a OTCTPAHABAHE Ha MMKPO3aMbPCUTENN, KOUTO He ca
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NPUYMHUAK,  AOKATO  NPOM3BOAMTENNTE  Ha  APYrM  NPOAYKTW,  MPUYMHABALLM
MUKpO3amMmbpcuTenu, we 6baat ocBob6oAeHN OT NOEMaHEe Ha Pa3xoauTe 3a OTCTPaHABAHe Ha
MWKPO3aMbPCUTENM, KOUTO AEUCTBUTENHO ca npuumHuau, u (ii) we Tpabsa ga noemat
pa3xoAHa TEXecT, NOo-BUCOKAa OT 3aMbPCABAHETO, KOETO AENCTBUTE/IHO MOXKe Ja bbae
CBbP3aHO C TEXHUTE NPOAYKTU.

Nekapctea 3a Espona (Mpeau ETA, unitto uneH e BlfdapmA), npeactasnaBa eBponenickuTe
OTpac/n 3a reHepu4yHun, bMonoaobHM nekapcTBa M NeKkapcTBa ¢ Ao0b6aBeHa CTOMHOCT,KOUTO
OCUTYPABATBMCOKOKAYECTBEHM NEKAPCTBA HA KOHKYPEHTHM LLEHW 33 MUJIMOHU E€BPOMENCKU
naumeHTn.

[OpyKecTBaTa, npeactaBnasaHu oT ,Jlekapctea 3a EBpona“, ocurypsasaTt 6am3o 190 000
KBaanduumpaHn pabotHn mecta B EBpona M wuHBecTMpaT Ao 17% ot obopota cu B
WHBECTMUMM B Hay4yHOM3CNe[oBaTes/iCKa M pa3BOMHa AeNHOCT. BusuATta Ha eBponeinckute
NPOM3BOANTENN HA reHepUYHN U BUonoaobHM NeKkapcTBa e Aa ce OCUTypu YCTOMYMB AOCTbN
[0 BUCOKOKAYeCTBEHW JIEKAPCTBA 3@ BCUUYKM €BPOMENCKM NALUEHTU, Bb3 OCHOBA Ha 5 BaXKHU
cTbn6a: NauMeHTH, Ka4ecTBO, CTOMHOCT, YCTOMYMBOCT M NAPTHbOPCTBO.

M See data available on the NORMAN Ecotoxicology Database, a platform for systematic collection and
evaluation of ecotoxicity studies for harmonised derivation of environmental quality standards.

2 European Medicines Agency, Guideline on the environmental risk assessment of medicinal products for
human use (2024).

3 Assessing the Cost Burden of UWWTD Extended Producer Responsibility on Pharmaceuticals: Implications for
the accessibility, availability and affordability of medicines



https://urldefense.com/v3/__https:/www.medicinesforeurope.com/wp-content/uploads/2026/04/UWWTD-EPR-modelling-note-on-the-impact-court-case-20250704.pdf__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDArpnRfEg$
https://urldefense.com/v3/__https:/www.medicinesforeurope.com/wp-content/uploads/2026/04/UWWTD-EPR-modelling-note-on-the-impact-court-case-20250704.pdf__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDArpnRfEg$
https://urldefense.com/v3/__https:/www.ema.europa.eu/en/documents/scientific-guideline/guideline-environmental-risk-assessment-medicinal-products-human-use-revision-1_en.pdf__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDBXW6Rulw$
https://urldefense.com/v3/__https:/www.ema.europa.eu/en/documents/scientific-guideline/guideline-environmental-risk-assessment-medicinal-products-human-use-revision-1_en.pdf__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDBXW6Rulw$
https://urldefense.com/v3/__https:/www.norman-network.com/nds/ecotox/lowestPnecsIndex.php?checkSelect=1__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDAlLP_LmA$

~ medicines
C foreurope

better access. better health.

y
\

Leading manufacturers appeal in proceedings against discriminatory wastewater fees on
medicine before European Court of Justice

For Immediate Release, available online here.

Brussels, 27 April 2026

Medicines for Europe members Adamed, Fresenius Kabi, InsudPharma, Polpharma, Sandoz,
Stada, Zentiva, TEVA and Viatris will appeal before the European Court of Justice today
regarding the admissibility of their annulment actions against what we consider
discriminatory and legally flawed cost allocations under the Urban Wastewater Treatment
Directive (UWWTD). This appeal is about seeking to ensure an outcome preventing
medicine shortages, ensuring health security and maintaining the manufacture of critical
and essential medicines in Europe.

The case regards the legal basis, design and impact of the so-called Extended Producer
Responsibility (EPR) Scheme, which were not assessed by the first instance General Court.
The General Court had only dealt with the admissibility of the actions and denied standing of
the companies challenging the EPR scheme, without considering the negative impact of this
scheme on fundamental rights, healthcare systems and the competence of the EU Member
States. The EPR scheme underestimates the cost that will fall on medicines (up to €11 billion
per year which is 10 times higher than the Commission’s estimates) and overestimates the
claimed toxicity levels caused by patient use (and excretion) of medicines. When using
laboratory test data't, as required by the European Medicines Agency for environmental risk
assessment?, the 4 molecules assessed by the Commission amount to less than 1% of the
total chemical residues instead of the claimed 58%.

This legislation will have dramatic effects on public health and on manufacturers of
medicines:

- The epilepsy medicine levetiracetam, which is essential for children, could face fees of
322%, making it uneconomic to supply patients in Europe, which would have dramatic
public health consequences.

- 16 million EU patients rely on diabetes medicine metformin, which could face fees of
875% making it uneconomic to supply the EU. Switching to alternative medicines would
increase diabetes treatment costs significantly (for example, 25 times in Spain).

- Critical antibiotics like ciprofloxacin, which is essential for everyday infections and for
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security in case of a bio-terrorist attack, could face EPR fees equivalent to 1358% of its
value rendering it uneconomic to produce for Europe.

This law will not lead to ‘greener’ medicines as active ingredients usually cannot be
modified without losing their effectiveness. In addition, any modification of medicines, if
possible at all, would require billions of Euros of research and development costs as well as
years of new clinical testing for patient safety and efficacy without any guarantee of success.
In some cases, such as antibiotics, this would not only be prohibitively expensive, but could
require higher dosing, therefore contributing to accelerating antimicrobial resistance which
kills over 35,000 patients annually in the EU.

Crucially, solutions to protect affordable medicines cannot wait until implementation of the
Directive or its review in 2033. 2029 EPR fees will be based on 2028 sales volumes, meaning
companies must take imminent and irreversible decisions to continue production for
Europe. Without a solution, this risks precautionary withdrawals of medicines, reduced
supply and increased unpredictability for health systems. Any correction during
implementation will come too late to prevent significant harm to public health and our
critical and essential medicines manufacturing. For this reason, the Medicines for Europe
members seek legal protection before the European courts.

Speaking on the legal filings from our members, Adrian van den Hoven — Medicines for
Europe Director General said: “This appeal is about ensuring Europe does not put patients at
risk through poorly designed legislation. We need laws to protect the environment, but this
must be based on rigorous science, go hand in hand with preventing shortages for patients
and protecting a strong healthcare system and industry. If no action is taken, our members
will be forced to make irreversible decisions risking shortages of vital medicines and
weakening Europe’s crisis preparedness. We urgently need to stop the implementation of the
current system and find an evidence-based, economic policy that protects both patients and
the environment.”

Notes for editors

Resource hub:
e Memo on Urban Wastewater Treatment Directive
e Ramboll study on Micropollutants in Urban Wastewater
e Note on Bio Innovation list of substances found in Urban Wastewater

What is the UWWTD and the EPR scheme it creates?

e The production of pharmaceuticals has for many years been subject to strict
wastewater treatment requirements. Manufacturing site effluents are already closely
monitored and minimized by producers. In addition to that, the UWWTD shall now
introduce an “extended producer responsibility” (EPR) on the sale of medicines and
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cosmetics, to pay for the late-stage (“quaternary”) treatment of urban wastewater
which contains micropollutants from a large variety of sources, including to only
some extent the excretion of residuals from medicines. In practice, generic medicine
producers 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 pharmaceutical residues in wastewater come from patient
consumption. in accordance with strict emission laws. Hence, the EPR fees will be
based on the volume of medicines consumed by patients in each member state.

e This levy is particularly problematic for the generic medicines industry, which
supplies most of the essential medicines for patients. Member State cost estimates
are 3 to 6 times higher than the Commission estimates. Based on economic
modelling® of the real impact of the UWWTD, the Directive will cause a tsunami of
medicines shortages.

e Also, the UWWTD ignores the peculiar characteristics of the operating business
model of the generic industry which fundamentally relies on the use of established
active pharmaceutical ingredients (APls) after loss of exclusivity in order to secure
patient access to essential and life-saving medicines at affordable costs. This business
model would be undermined if the generic industry was financially sanctioned for
using such established APIs and was thus be forced to switch the operating business
model into the new development of APIs — if possible at all — which would
dramatically increase the costs for patients.

e Finally, the EPR scheme established by the UWWTD violates the 'polluter pays'
principle as the producers of medicinal products would (i) have to bear the costs for
the removal of micropollutants that they have not caused, whereas the producers of
other products causing micropollutants would be exempted from bearing the costs
for the removal of micropollutants that they have actually caused, and (ii) would
have to bear a cost burden higher than the pollution actually linkable to their
products.

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://urldefense.com/v3/__https:/x.com/medicinesforEU__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDAQ_sl9Kw$
https://urldefense.com/v3/__https:/www.linkedin.com/company/medicines-for-europe/__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDDuzHWUAw$
https://urldefense.com/v3/__http:/www.medicinesforeurope.com__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDCBMEcQ9A$
https://urldefense.com/v3/__https:/www.medicinesforeurope.com/wp-content/uploads/2026/04/UWWTD-EPR-modelling-note-on-the-impact-court-case-20250704.pdf__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDArpnRfEg$
https://urldefense.com/v3/__https:/www.medicinesforeurope.com/wp-content/uploads/2026/04/UWWTD-EPR-modelling-note-on-the-impact-court-case-20250704.pdf__;!!MBaoSxY!_m44zHsEQf7iNEVQz7Zc7STKVAmldrwHvNYeJt9akkFPxy6lA2OrwVQuU3RW-0jRGNjiswFq3C_eTXC9dDArpnRfEg$

[ See data available on the NORMAN Ecotoxicology Database, a platform for systematic collection and
evaluation of ecotoxicity studies for harmonised derivation of environmental quality standards.

> European Medicines Agency, Guideline on the environmental risk assessment of medicinal products for
human use (2024).

* Assessing the Cost Burden of UWWTD Extended Producer Responsibility on Pharmaceuticals: Implications for
the accessibility, availability and affordability of medicines
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