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»JlekapcTea 3a EBpona“ nHMuunpa cbae6Ho ocnopBaHe Ha cxemara 3a paswunpeHa
OTrOBOPHOCT Ha NpepaboTBaTesIHaTa NPOMMULLIEHOCT NO [JUpeKTUBaTa 33 NPeUUCTBaHe Ha
rpaackute oTnagbyHu BOAM

,JlekapctBa 3a EBpona“ odwuumanHo nopage 3asBAeHME 33 Hameca B cbaebHUTe gena,
3aBefeHM OT HelHUTe YneHoBe npeg O6wma cba Ha EBponenckma cbio3 cpeLly Cb3aaBaHETO
Ha CXema 3a pasliMpeHa OTroBOPHOCT Ha npoussoautens (EPR) cbrnacHo npepaboTeHaTa
OupekTnBa 3a npedyncTBaHe Ha rpagckute otnaabyHu Boam (UWWTD), npueta npes
HoemBpu 2024 r.

Cxemata EPR Hanara ANCKPUMNHAUMOHHA MU HEMPOMNOPUMOHA/IHA pPa3XxoAHa TeXeCT BbpPXYy
reHepnyHaTa (bapMaLI,EBTW-IHa MHAOYCTPUA, KOETO o1 3aCTpawnao gocrona Ha NnauneHTnTe 40
KPUTUYHU N OCHOBHUW NeEKapCTBa.

leHepuyHaTta nHAaycTpua poctaBa 70% oT oTnycKaHuUTe nekapctBa U 90% OT KPUTUYHUTE
nekapctea B EC(1), KaTo cbLieBpeMeHHO npeacTaBassa camo 19% oT masapHaTa CTOMHOCT.
CobliecTBEHATa pPoONA Ha CeKTopa 3a A0CTbMa Ha NauuMeHTUTe, YCTOMYMBOCTTA Ha
34paBeoNasBaHETO M CUTYPHOCTTA HA OOCTABKMUTE, KAaKTO U HUCKUTE M CTPOro peryanmpaHmu
LEHWN, KOHTPACcTUpaT C NoTpecaBal0 BUCOKMA AN Ha pasxoguTte 3a cuctemata EPR, Kouto
we 6baaT HaTOBapeHM OT Ta3u MHAYCTpUA (cmATa ce, Ye Ao 60% OT MHOroMuAMapAHUTE
WHBECTUUMOHHM W ONEpaTMBHU pPa3xoaAum MOXKe fJa Ce Hanoxu ga 6baat noetn ot
reHepuYHUA CeKTop).

OcBeH TOBa, c/ieq KaTto EBponelickata Komucus Hali-HaKpasa ny6/IMKyBa CrCbKa C BELLECTBa,
M3NON3BaHW B OLLEHKATa CUM Ha Bb3AENCTBMETO, CNef HSKONKO 3adABKM 3a AOCTbM A0
OOKYMEHTN (2), e o4YeBMAHO, Y€ OYaKBaHOTO NPUNUCBaHE Ha 66% OT TOKCUMYHOTO
HaToBapBaHe Ha ¢dapmaueBTUYHUTE MPOAYKTU, KOETO € B OCHOBATa Ha eAHOCTPaHYMBOTO
pasnpegeneHne Ha pasxoaute, ce OCHOBaBa Ha HaMb/HO HeBepHW AaHHWU. CNUCBHKBT
BK/1tOYBA 3HAUMTENIHN HETOYHOCTM U AONYCKAHMA B KOHUEHTPALMMTE Ha BELLECTBATA M KOETO
€ MO-TPEBOMKHO, CTOMHOCTM Ha TOKCMYHOCT, MNOJIyYEHM OT KOMMIOTbPHO reHepupaHu
NPOrHO3HW MOZENU, a He OT NabopaTopHM [aHHM 3@ EKOTOKCMYHOCT. [locnegHoTo e
CTAaHAAPTHUAT METOoZ, M3MCKBAH KaKTo oT EBponelickaTa areHums no nekapcrteata (EMA),
KOATO A0pPM He Mpuema KOMMIOTbPHO TFeHepupaHM MPOrHo3HM Moaenu, Taka U oT
EBponeiickaTta areHuus no xumunkanute (ECHA).



Hanpumep, TenmucapTaH, LWUMPOKO M3MNON3BAHO /IEKAPCTBO 3a JIEYEHUE HA BMCOKO KPbBHO
HanAraHe W CbpaevYHO-CbAoBM 3abonaBaHuA, bewe onpeaeneHo 3a HaAW-TOKCUMYHOTO
BELLEeCTBO B NpoyyBaHeTo (41% oT 06WO0TO TOKCMYHO HAaTOBapBaHe Ha BCUMYKKN OCTaTbLU BbB
BOJaTa) nopaau onpeaeneHa NporHosmMpaHa HeedpeKTUBHaA KoHueHTpauus (PNEC)(3), 6auso
90 000 NMbTM NO-HWUCKA OT CTOMHOCTTA, NOAKpPeneHa OT NyH6AMYHO AOCTbMHWM NabopaTopHU
€KOTOKCUKOIOTMYHM nscneaaHus. MogobHM ronemm rpellku, ¢ HeCbOTBETCTBUA OT HAKONKO
nopaabKa, 6axa AonycHaTv 1 3a apyrnte GapmMaLeBTUYHN BELWLECTBA HAYe10 B CNUCHKa(4).

B fonbAHEHME KbM CepMO3HMTE HeAoCTaTbLUM B HayYHaTa OCHOBA Ha AaHHWUTE U HayKaTa 3aj,
TAX, KOMUCKUATA CHLLO Taka 3HAYMTENHO NOALLEHM Bb34EMCTBMETO HA pa3xoamuTe Mo cxemara
3a paswmpeHa OTroBOPHOCT Ha npoussoauTtenute (EPR) Bbpxy nekapcreaTa, M3Noa3BaHU OT
MWAVOHM NauneHTn B EBpona Bceku aeH.

Hanpumep, nporHo3u, 6asnpaHun Ha pa3xoanTte, oueHeHn oT HuaepnaHama (noseye oT wecT
MbTU NO-BMCOKM OT NporHo3nte Ha KomucusaTa), nokassaT, ye nopagm EPR:

* MeThOpMUH, NEKAPCTBO, M3NON3BAHO OT A0 50% OT NaumeHTUTe C AnaberT, we ce cbabCKa ¢
yBenMyeHue Ha pasxoguTe 3a nedveHune ¢ 40 875%

® AMOKCULMANH, aHTUBMOTUK OT NbpBa INHMA, We ce cbNbCKa C yBEANYEHUE Ha pa3xoauTe C
00 368%

e JleBeTMpaueTam, LIMPOKO W3MNON3BAHO NEKAPCTBO 3a enunencus, we ce cbabcka ¢
yBenuyeHue c go 321%

AppvaH BaH AeH XOBeH, reHepaneH AMpeKTop Ha ,JlekapcTtBa 3a EBpomna“, KomeHTupa:
»»JlekapcTBa 3a EBpona”“ nma 3a uen ga ce Hamecu B NoAKpena Ha NPaBHOTO OCMOpPBaHE Ha
cuctemata EPR B [upeKkTuBaTa 3a npeymcTtBaHe Ha rpagcCKuTe oTnagbyHu Bogu. Tosa e
OVNCKPUMMHALMOHHA M HENponopuUMOHAsHA TaKCa, KOATO € HanbAHO HepaboTewa wu
3annawBsa A0CTbMa Ha NaUMEeHTUTEe, KAaKTO M CUFYPHOCTTA Ha AO0CTaBKUTE HA JieKapcCTsa.
OcBeH TOBa, AaHHWUTe, cnogeneHn OoT KomucuATa, NOTBbPXKAABAT, Ye NpPeaNOXKeHUeTo e
6MN0 OCHOBAHO Ha WMPOKO HEMPABUIHU U3YMCNEHUA HA Bb3AENCTBMETO HA NOTpebaeHneTo
Ha /IeKapCTBa BbPXY rpagckuTe oTnagbyHu Boan.”

PedepeHuumn

1. EBponericka areHumsa no nekapcreata, CnMcbk Ha Cbio3a € KPUTUYHKU NeKapcTBa - Union
list of critical medicines, nekemspu 2024 .

2. EnekTpoHeH poctbn A0 A[OKYyMeHTM Ha Komucmata (EASE) - Electronic Access to
Commission Documents (EASE), onoectaBaHe npe3 anpuna 2025 .

3. CTOMHOCTTa Ha NporHo3MpaHaTa HeaencTBala KoHueHTpauma (PNEC) e KOHUeHTpauuaTa
Ha BELLEeCTBO, No4 KOATO He Ce o4YaKBaT HebnaronpuaTHU edeKTU BbPXY OKO/HaTa cpeaa (B
TO3W C/Aly4ai BoAHaTa ekocucTema). KonKoTo no-HWUCKa e ctoiiHocTTa Ha PNEC, TonKoBsa no-
BMCOKA € eKOTOKCUYHOCTTA.

4. benexKka - note Ha ,JlekapctBa 3a EBpona“ oTHOCHO cnucbKa Ha buouHoBauUUTe C
BeLLecTBa, OTKPUTU B rpagcKkmTe oTnagbyHM Boam, toam 2025 .


https://www.medicinesforeurope.com/wp-content/uploads/2025/07/Medicines-for-Europe-note-on-Bio-Innovation-list-of-substances-found-in-urban-wastewater_July2025.pdf
https://ec.europa.eu/transparency/documents-request/search/document-details/15230
https://ec.europa.eu/transparency/documents-request/search/document-details/15230
https://www.ema.europa.eu/en/documents/other/union-list-critical-medicines-en.xlsx
https://www.ema.europa.eu/en/documents/other/union-list-critical-medicines-en.xlsx

BenexKkata e M3roTBeHa Bb3 OCHOBA Ha EKCMEPTEH TEeXHMYECKU npernen, nNposedeH oOT
Ramboll.

Nekapctea 3a EeBpona (Mpeaun ETA, unitto uneH e BlfdapmA), npeactasnasa eBponenickuTe
OTpac/An 3a reHepuyHu, 6MonogobHU NeKkapcTBa M NeKapcTBa ¢ gobaBeHa CTOMHOCT,KOUTO
OCUTYpPsIBaTBUCOKOKAYECTBEHWN /IEKAPCTBA HA KOHKYPEHTHU LLEHM 32 MUIMOHU €BPONENCKU
nauMeHTu.

OpyecTBaTa, npeacraBnaBaHuM oT ,JlekapctBa 3a EBpona“, ocurypasaTt 6am3o0 190 000
KBaanouumpaHn pabotHn mecta B EBpona M wmHBecTMpaT Ao 17% ot obopota cu B
MHBECTULUMM B Hay4yHOM3CNeAOBaTe/NCKa W pasBoiMHa AeMHOCT. BusmsaTta Ha eBponenckute
NPOU3BOAUTENN HA FreHepUYHN 1 BonogobHN nekapcTBa e Aa ce OCUTypu YCTOMYMB 40CTbN
[,0 BUCOKOKAYeCTBEHW JIEKAPCTBA 3@ BCUYKM €BPOMENCKM NALUEHTU, Bb3 OCHOBA Ha 5 BaXKHU
CcTb/16a: NauMeHTH, Ka4ecTBO, CTOMHOCT, YCTOMYMBOCT M NAPTHbOPCTBO.
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Press release

Medicines for Europe intervenes in legal challenge against Urban Wastewater Treatment
Directive's EPR scheme

10 July 2025, Brussels

Medicines for Europe has formally applied to intervene in the legal cases filed by its
members before the General Court of the European Union against the establishment of an
Extended Producer Responsibility (EPR) scheme under the recast of the Urban Wastewater
Treatment Directive (UWWTD) adopted in November 2024.

The EPR scheme imposes a discriminatory and disproportionate cost burden on the generic
pharmaceutical industry, which would threaten patient access to critical and essential
medicines.

The generic industry supplies 70% of medicines dispensed and 90% of critical medicines in
the EU(1), while representing only 19% of the market value. The essential role of the sector
for patient access, healthcare sustainability and security of supply, as well as its low and
strictly regulated prices, contrasts with the staggering high share of the costs of the EPR
system to be burdened on this industry (it is estimated that up to 60% of the multi-billion
investment and operational costs may have to be borne by the generic sector).



Moreover, now that the European Commission has finally published the list of substances
used in its impact assessment, after several requests for access to documents (2), it is
evident that the estimated attribution of 66% of the toxic load to pharmaceuticals, which
underlies the one-sided cost allocation, is based on completely flawed data. The list includes
significant inaccuracies and assumptions in substance concentrations and, more worryingly,
toxicity values derived from computer-generated predictive models rather than laboratory
ecotoxicity data. The latter is the standard method, required by both the European
Medicines Agency (EMA), which does not even accept computer-generated predictive
models, and the European Chemicals Agency (ECHA).

For example, Telmisartan, a widely used medicine for treating high blood pressure and
cardiovascular conditions, was deemed the most toxic substance in the study (41% of the
total toxic load of all residues in the water) due to an assigned predicted no-effect
concentration (PNEC)(3) nearly 90,000 times lower than the value supported by publicly
available laboratory ecotoxicological studies. Similar major errors, with discrepancies of
several orders of magnitude, were made for the other pharmaceutical substances at the top
of the list(4)

In addition to the serious flaws in the scientific basis of the data with the science behind the
data, the Commission has also substantially underestimated the impact of the costs of the
EPR scheme on medicines used by millions of patients in Europe every day.

For example, projections based on the costs estimated by the Netherlands (more than six
times higher than the Commission’s forecasts) show that due to EPR:

. Metformin, a medicine used by up to 50% of patients with diabetes, faces increases
in the cost of treatment by up to 875%

. Amoxicillin, a first-line antibiotic medicine, would see costs rise by up to 368%

. Levetiracetam, a widely used epilepsy medicine, faces increases of up to 321%

Adrian van den Hoven, Medicines for Europe’s Director General, commented “Medicines for
Europe aims to intervene in support of the legal challenge of the EPR system in the Urban
Wastewater Treatment Directive. This is a discriminatory and disproportionate levy that is
completely unworkable, and threatens patient access as well as security of supply of
medicine. In addition, the data shared by the Commission confirms that the proposal was
based on widely incorrect calculations of the impact of medicine consumption on urban
waste water.”
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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.



