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KayecTeeHnu nexkapcTea, AOCTbMHM 34 BCEKU

MPECCbOBLLEHMUE

MuHUCTPUTE Ha OKONHATa cpeaa Tpabsa ga npepasrneaar npasunara 3a paswmMpeHa
OTrOBOPHOCT Ha NPOU3BOAUTENA HA OTNAABYHU BOAM, THil KaTo ce HaTPynBaT CePUO3HU
Hay4yHU M NPaBHU ONaceHus.

bptokcen, 12 oktomspun 2026 T.

[ OKaTO MMHUCTPUTE HA OKOHaTa cpeaa Ha EC obcbkaat npunaraHeTo Ha upeKTuBaTta 3a
npeyncTBaHe Ha rpagackute otnagbyHu Bogu (UWWTD), ,,Medicines for Europe” oTtHOBO
M3pasfBa CEPUO3HUTE CU OMACEHUA OTHOCHO CXemaTa 3a paslWMpeHa OTFOBOPHOCT Ha
npoussoguTena (EPR). C ornepg Ha HanpeagbKa Ha AbprKaBUTE YIEHKU MO OTHOLUEHME Ha
HAUUOHANHOTO TPAHCMNOHMPAHE, HWEe npu3oBaBame MNpaBUTENCTBATa Aa nocneasar
npumepa Ha HuaepnaHgua, KOATO NpeasioXu Aa TPAHCNOHUPA AUPEKTUBaTA, 6e3 Ha To3un
etan ga npuaara uynedH 9 v npunoxenue lll, AoKaTo He 6bAAT U3ACHEHM OCTaBaLLUTE
OTKPUTU HAyYHU U NPaBHU BbNPOCK.

HapactBaT goKasaTencTsaTta, MOCTaBALWM NOA BbMNPOC HACTOAWATA CXeMa 33 paswupeHa
oTroBOopHOCT Ha npowusBoautensa (EPR). Mpe3 toHM EBPOMNENCKUAT napiamMeHT npu3osBa 3a
M3BbpLUBaHE Ha HOBa OLLEHKA Ha Bb3aencTBueto - European Parliament called for a new
impact assessment, o6xBawawa HayyHaTa O0OOCHOBKA Ha [MpPeKTMBaATa, KaKTO U
NOTEHLMANHOTO M OTPaXKeHWe BbpXy HA/IMYHOCTTA U LEeHOBATa AOCTbMHOCT Ha NIeKapcTBaTa.
Mpes3 cenTemBpyn reHepanHUAT agBoKaT KoKkoT npenopbya Ha Cbaa Ha EC ga otmeHu uneH 9,
naparpad 1, 6yksa a) u npunoxenue lll kbm OupeKktusaTta - , Advocate General Kokott
recommended that the Court of Justice annul Article 9(1)(a) and Annex lll of the Directive,
KaTo NOCOYM HeAOCTAaTbLM B HayYHUTE A0KA3aTeNACTBA, NOCAYXKMAM 332 OCHOBA Npu M3bopa Ha
bapmMaLeBTUYHNA M KO3METUYHMA CeKTop. Peguua HayyHM M3cnenBaHWMA CblLO MOCTaBMXA
noA CbMHeHMe MeTOA0/0MMATA N A0NYCKaHMATa Ha KomucmAaTa 3a pasnpegensHe Ha Mexay
80 1 100% oT TakcuTe No MHKUA Ha EPR Bbpxy papmaueBTUUHMA N KOSMETUYHUA CEKTOP.
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HactoswaTta pamKa 3a ¢uHaHCMpaHe No cunata Ha AMpeKTMBaTa cnepBa ga bObae
npepasrneaaHa c ornes Ha HeobXxo4MMOCTTa OT HayYyHo 06OCHOBaH, NPOMOPLMOHANEH U
OCHOBAH Ha [OKasaTescTBA MOAXOZA, BKIOYUTENHO 4Ype3 MNpPOoydYBaHE Ha anTepHaTUBHMU
Mozenn Ha GUHaHCMpPaHe, KaTo HanpuMmep LWBEeNLApPCcKuA moaen - Swiss model, ocobeHo B
MOMEHT, Korato EC ce crtpemn pga ykpenu cBosTa npomuwneHa 6as3a, ga Hamanu
perynaTopHaTta TeXecT U Aa noaobpu HaIMYHOCTTa Ha 1IeKapCTBa.

lNpn3oBaBame MUHUCTPUTE Ha OKOMHATa Cpeda fa NPUKAHAT EBponeickata Komucua u
ObpPXKaBUTE YJIEHKMN Aa pa3r/iegaT Te3n BCe OLLEe HEpeLWeHn BbNpoCcKu, Npean Aa NPUCTbAAT
KbM MPUNAraHeTO Ha HACTOALLATAa CXema 3a pasluMpeHa OTFOBOPHOCT Ha Mpom3BoauTens
(EPR). Ta 61 morna aa aosede A0 HenpeaBUAEHW MOCAeAUUM 33 HAIMYHOCTTA U LEHoBaTa
[OCTbMHOCT Ha JieKapcTeaTa B Uana EBpona 1, B KpailHa CMeTKa, 3a rpuU»KuTe 3a NauMeHTUTe,
KaKTO M1 33 KOHKYPEHTOCNOCOOHOCTTa Ha papMaLLeBTUYHUA CEKTOP.

beneKku 3a pegakropa — CNUCbK ¢ HayuyHU U3cnepBaHUA

KnouoBu npoyyBaHUA BbpXy MUKpO3amMbpcuTenuTe B OTNaAbyHUTE BOAM, noayepTasBalim
Pa3INYHN U3TOYHULM, KOUTO HE Ca OTPa3eHM B OLLEeHKaTa Ha Bb3gelcteneto Ha UWWTD EPR
M NPOY4YBaHETO 33 OCbLLECTBMMOCT

¢ Thomaidis et al. (2026)
NHTerpupaHe Ha KOMNJIEKCEH aHaNUTUUYEH NOAXOA 33 OLLeHKa Ha TOKCMYHOTO HaToBapBaHe B
rpagcKMTe oTNnaabyHM BOAW: NOCAEANUM 33 PEryANpPaHeTo Bb3 OCHOBA Ha AaHHM (link)

MpoyuyBaHeTO MNOKa3Ba, Ye MMUKPO3aMbPCABAHETO Ha OTNAaAbYHUTE BOAMU OTpa3ABa
pa3sHoO6pa3HKM 06LWecTBEHN U UKOHOMUUYECKU AEHHOCTU, U 3aK/1I04aBa, Ye npoduaunrte Ha
TOKCUYHO HaToBapBaHe ca cneuudpuyHM 3a CHLOTBETHOTO MACTO. ToBa noaKpens
nNpUaaraHeTo Ha No-LWMPOKOO6XBATHU CTPATErMM 3a MOHUTOPUHT U ynpasneHue, 6asnpaHu
Ha AaHHU U CbobpaseHn ¢ KOHKPETHOTO MEeCTOMNOJIoXKEeHUE, BMeCTO NPUOPUTUINPaHE Bb3
OCHOBA Ha orpaHuuYeH Habop OT Bew,ecTBa UM CEKTOPMU.

e Chonova et al. (2025)

Pa3kpuBaHe Ha NPOMULLAEHN EMUCUM B FTONIAMA EBPONENCKA PeKa: pe3yaTaTM OT aHanAu3 Ha
JaHHM OT BMCOKOYECTOTHM M3mepBaHUA Ype3 moHuTopuHra 6sxa naeHtuodunumpaHmn 6amso
3000 XMMMUYHN CbeAUHEHUA, MMALLMU OTHOLUEHUE KbM YMNpaB/leHUETO Ha KayecTBOTO Ha
BOAMTE, KaTo eaBa 2,8% OT TAX CbOTBETCTBAXa Ha NMOKasaTe/Nu, NogaeKaly Ha pyTUHEH
KOHTPOJI; TOBA NOKa3Ba, Y€ MHOXECTBO BeLlecTBa 0CTaBaT HENAEHTUPULIMPAHM.

e Aggerbeck . et al. (2024)

AHanu3 6e3 npeaBapuTenHo 3agafdeHun uenu (non-target analysis) Ha oTnagbyYyHMTE BOAM,
M3MNYCKaHW OT AaTCKM MNPEeyvyncTBaTesIHM CTaHUMM: CTaTUCTUYECKM aHaNM3 Ha XMMUYECcKuUTe
,OTNeYaTbLM"” KaTo CTbMKa KbM ObAeL, UHCTPYMEHT 3@ MOHUTOPMHT (link)

B npoyyBaHeTo ca mpgeHTMduumMpaHm 4094 yHUKaNHU BewecrBa B Npobu OT OTNagbyHM
BOAM, KATo 3a 785 oOT TAX Cca onpeaeneHn XuUMUYECKUTe CTPYKTypu, a 451 ca
KnacudpuumpaHu cnopep TMna CbegUHEHUe, KOeTo UACTPMpPA CNOXKHOCTTA Ha CbCTaBa Ha
OTNaZbyHUTE BOAMW.


https://www.sciencedirect.com/science/article/pii/S0013935124011472
https://pubs.acs.org/estlcu/article/doi/10.1021/acs.estlett.6c00733/5441893/Integrating-a-Comprehensive-Analytical-Approach
https://www.medicinesforeurope.com/wp-content/uploads/2025/09/UWWTD-Note-on-Swiss-approach-to-quaternary-treatment.pdf

¢ Pandey . et al. (2024 r.)

CKPUHUHT 4pe3 TeyHa XxpomaTorpadma WM MACCNEKTPOMETPUA C BUCOKA pasgennTenHa
cnocobHocT (6e3 npepBapuTenHO  33a43a4E€HM  MULWEHW) 33  NPUOPUTU3MPAHE  Ha
HeperynmpaHm MMKPO3aMbpPCUTENM, YCTOMUYMBM Ha MPOLLECUTE HA MpeyvyncTBaHe Ha GuTosu
otnaabvyHu Boam (link)

B npoyuyBaHeTOo ca wugeHtTuduuupaHm 734 xumuuyHu npoduna, 4Yecto OTKPUBAHU B
npe4yncrteHUTe OTNAABYHM BOAM, HO CaMO MNeT OT BewecrBaTa ca KoO/AMYeCTBEHO
onpeaeneHu uypes Lenesu aHaAUTUYHU MeToaMN.

e Kilpinen, K. et al. (2023)

N3cneaBaHe Ha BOAOCOOPHUTE 30HW, cbabaTa M EKONIOTMYHUTE PUCKOBE, CBbP3aHU C
MWKPO3aMbpPCUTENM B AaTCKUTE oTnagbyHu Boam (link)

B pamKute Ha nNpoy4yBaHETO Ca YCTAaHOBEHM MECTULMAM KaTo TepbyTpPMH, NPONUKOHA301 U
TebyKOHa30/, KaKTO BbB BXOAALMTE, TaKa U B U3XOAALLUTE MOTOLM Ha NPedYncTBaTesiHuTe
CTAHUMM 32 OTNAZAbYHU BOAM, KAaTO T€3W BELLECTBA Ca OTKPUTM B Hag, 85% oT npobute npwu
KOHUEHTpauun B AnanasoHa 9-156 ng/L.

* Montes, R. et al. (2023)

Mpoy4yBaHe Ha 3aMbPCUTENN B PEYHU U KPalWbperKHM BOAW, KaKTO M B OTNAAbYHWM BOAM B
Ncnanua u Noptyranus (link)

B pamKuTe Ha npoy4yBaHeTo ca aHanu3upaHu 93 npobu ot 33 obeKTa M ca YCTaHOBEHM
HAKONKO BUAA NECTULMAM, KAaTo LWeCT OT ocemTe U3cneaBaHn NecTuumuaa ca OTKPUTU B HaZ4,
80% ot Nnpobute OT OTNAAbBYHU BOAU, @ B MPEYNCTEHUTE OTNALBYHN BOAMN Ca PETUCTPUPAHU
MO-HUCKM CPeAHU KOHLLEHTPALUMM B CPAaBHEHME C HEMPEYUCTEHUTE.

® Lopez-Herguedas, N. et al. (2022)

XapakTepusupaHe Ha npoduia Ha 3ambpcsABaHe OT OTNAAbYHUTE BOAM HA NPEYUCTBaTE/HU
CTaHuMM B bHacelHa Ha peka EHapec (UeHTpanHa McnaHuA) Bb3 OCHOBA Ha LIENEBU U
HewueneBn CKPUHMHIoB aHanus (link)

B npobu oT oTnaabyHM BOAM, CbOPAHU OT HAKOJIKO MPEYUCTBATENIHM CTaHUMKM B McnaHuA,
M3cnenBaHeTo YCTaHOBWM Ha/IMYMETO Ha NecTUuMAM KaTo KapbeHpasum, XN0poTONYyPOH U
MMUAAKAONpPUA,

e Laij, A. et al. (2021)

PeTpocneKkTMBeH aHann3 OT TUNa ,,non-target” B noAKpena Ha pPeryiaToOpHUS MOHUTOPUHT Ha
BOAMTE: OT LEe/eBN Macu KbM npenopbku ypes *in silico* paboTtHu npouecu (link)
PeTpocneKkTMBeH aHanAu3 oT TUNa ,,non-target” Ha Nnpobu oT oTNagbyYHU BoAM UAeHTUdULMPa
eQHO NOTBbpPAEHO M 21 npeanonaraemu BelLecTBA — BK/IOYUTE/IHO NPOU3BOACTBEHU
peareHTH, nenuna, NnecTtuumMan n papmaueBTUYHU NPOAYKTU, — KOETO NOKa3Ba Ha/lMYMETo Ha
pa3HO06pasHN CbeaUHEHMA B OTNAAbYHUTE BOAM.

e Kaiser, A.-M. et al. (2021)

O30HBT KaTo OKUCAUTEN NPU aHanM3a 3a onpeaesiaHe Ha ObOLLUTE OKUC/IAEMUN NMPEKYPCOpU
(TOP) 1 KaTo eTan, npeaxoXKAall, TPETUPAHETO C aKTUBEH BbI/IEH 33 OTCTPaAHABAHE Ha nep- U
nonudayopoankunosm sewectsa (link)

Ypes nsnonssaHeto Ha TOP aHanM3a B NPeYMCTEHUTE OTNaAbYHM BOAM € YCTAaHOBEHa obuwia
KOHUeHTpauua Ha PFAS oT okono 840 ng/L — ctoMHOCT ¢ 91% no-BUCOKa OT Ta3u, NoJyyeHa
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npyv uenesua aHanus Ha PFAS, KoeTo npegnosara HaAMYMETO Ha NPEKYPCOPHU BeLLecTsa,
KOUTO 0OBMKHOBEHO He ce npocneaABsart.

¢ Hollender, J. et al.. (2019)

HeueneBmaT CKPWUHWHI, 6asMpaH Ha MacCNeKTPOMeTpUs C BUCOKa pasgenutenHa
CNocobHOCT, MOXe [Aa MOoANOMOrHe perynatopHMA MOHUTOPMHI Ha OKO/MHaTa cpeda U
yrnpaB/ieHMETO Ha XMMUYHUTe BelecTsa (link)

MpoyyBaHeTo nog4yeprtaBa HeobXOAMMOCTTa OT MO-HATaTbLWIHO pPa3BUTME HA Heuenesu
QHA/IMTUYHM  MeTOoAM,  BK/IIOUYUTENIHO  XapMOHM3WPaHW  MPOTOKOAM,  noaobpeHun
MHPPACTPYKTYPU 33 OaHHU W NOAXOAALM PEecypcu 3a aHaAu3 Ha C/NOXHM CMecu OoT
MUWKPO3aMbpPCUTENN.

JNlekapcTtBa 3a EBpona (unitTo uneH e JlekapctBa 3a bbarapusa-BrdapmA), npeacraBnssa
€BPONeNCKNTE OTPACAU 3a FreHepuyHW, BuonogobHM nekapcTBa M NekapcTBa ¢ AobaseHa
CTOMHOCT,KOUTO OCUTYPABATBMCOKOKAYECTBEHN JIEKAPCTBA HA KOHKYPEHTHW LEeHW 3a
MWINOHW €BPONEMNCKU NaLUEHTH.

OpyecTBaTa, npeactaBnaBaHuM oT ,JlekapctBa 3a EBpona“, ocurypasaT 6am3o 190 000
KBanmduumpanm pabotHM mecta B EBpoma u uHBectMpat go 17% ot obopoTta cu B
MHBECTULMM B HAy4YHOWU3CNeAO0BATENCKA U pa3BoOMHa AeMHOCT. Busmata Ha eBponenckute
NPOM3BOAUTENIN HA FeHePUYHU 1 BonoaobHN NeKkapcTBa e Aa Ce OCUTYpPU YCTOMUYMB A0CTbN
00 BUCOKOKAYeCTBEHW N1EKAPCTBA 3a BCUYKM €BPOMENCKM NALMEHTHU, Bb3 OCHOBA HAa 5 BaXKHM
cTbnba: NaumMeHTH, Ka4ecTBo, CTOMHOCT, YCTOMYMBOCT M NAPTHLOPCTBO.

~ medicines
< for europe

better access. better health,

I/

Environment Ministers must reconsider wastewater EPR rules as serious scientific and legal
concerns mount

For Immediate Release, available online here.
Brussels, 12 October 2026

As EU Environment Ministers discuss the implementation of the Urban Wastewater
Treatment Directive (UWWTD) Medicines for Europe reiterates their serious concerns
regarding the Extended Producer Responsibility (EPR) scheme. With Member States
progressing towards national transposition, we urge governments to follow the example


https://www.medicinesforeurope.com/wp-content/uploads/2026/10/Press-Release-_-UWWTD-_-ENV-Council-20261011.pdf
https://link.springer.com/article/10.1186/s12302-019-0225-x

of the Netherlands, which has proposed transposing the Directive without implementing
Articles 9 and Annex Il at this stage, pending clarification of the outstanding scientific and
legal questions.

The evidence questioning the current EPR scheme continues to grow. In June, the European
Parliament called for a new impact assessment, including the scientific basis of the Directive

and its potential impact on medicine availability and affordability. In September, Advocate

General Kokott recommended that the Court of Justice annul Article 9(1)(a) and Annex Ill of

the Directive, identifying shortcomings in the scientific evidence underpinning the selection
of the pharmaceutical and cosmetics sectors. Several scientific studies have also challenged
the Commission's methodology and assumptions for attributing between 80-100% of EPR
fees to the pharmaceutical and cosmetic sectors

The current financing framework of the Directive should be reassessed in light of the need
for a scientifically justified, proportionate and evidence-based approach, including exploring
alternative financing models, such as the Swiss model, particularly at a time when the EU
seeks to strengthen its industrial base, reduce regulatory burdens and improve the
availability of medicines.

We urge the Ministers of Environment to call on the European Commission and Member
States to address these outstanding concerns before proceeding with the implementation of
the current EPR scheme, which could have unintended consequences for the availability and
affordability of medicines across Europe and, ultimately, patient care as well as the
competitiveness of the pharmaceutical sector.

Notes for the Editor — List scientific studies

Key studies on micropollutants in wastewater highlighting diverse sources not reflected in

the UWWTD EPR impact assessment and feasibility study

e Thomaidis et al. (2026)
Integrating a Comprehensive Analytical Approach for Toxic-Load Assessment in Urban
Wastewater: Implications for Data-Driven Regulation (link)
The study shows that wastewater micropollution reflects diverse societal and
economic activities and concludes that toxic-load profiles are site-specific, supporting
broader, data-driven and location-specific monitoring and management strategies
rather than prioritisation based on a narrow set of substances or sectors.

e Chonova et al. (2025)
Unveiling industrial emissions in a large European river: Insights from data mining of
high-frequency measurements
Monitoring identified nearly 3,000 chemical compounds relevant for water quality
management, while only 2.8% corresponded to routinely monitored targets, indicating
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many substances remain unidentified.

Aggerbeck et al. (2024)

Non-target analysis of Danish wastewater treatment plant effluent: Statistical analysis of
chemical fingerprinting as a step toward a future monitoring tool (link)

The study identified 4094 unique substances in wastewater samples, of which 785
chemical structures could be determined and 451 could be assigned to compound
classes, illustrating the complexity of wastewater composition.

Pandey et al. (2024)

Nontarget liquid chromatography high-resolution mass spectrometry screening to
prioritize unregulated micropollutants that persist through domestic wastewater
treatment (link)

The study identified 734 chemical profiles frequently detected in wastewater effluents,
but only five substances were quantified through targeted analytical methods.
Kilpinen, K. et al. (2023)

Catchment area, fate, and environmental risks investigation of micropollutants in Danish
wastewater (link)

The study detected pesticides such as terbutryn, propiconazole and tebuconazole in
wastewater treatment plant influents and effluents, with these substances found in
more than 85% of samples at concentrations between 9 and 156 ng/L.

Montes, R. et al. (2023)

Study investigating contaminants in river water, coastal water and wastewater in Spain
and Portugal (link)

The study analysed 93 samples from 33 sites and detected several pesticides, with six of
eight investigated pesticides showing detection frequencies above 80% in wastewater
samples, and lower average concentrations observed in treated compared with raw
wastewater.

Lopez-Herguedas, N. et al. (2022)

Characterization of the contamination fingerprint of wastewater treatment plant
effluents in the Henares River Basin (central Spain) based on target and suspect screening
analysis (link)

The study detected pesticides such as carbendazim, chlorotoluron and imidacloprid in
wastewater samples collected from several treatment plants in Spain.

Lai, A. et al. (2021)

Retrospective non-target analysis to support reqgulatory water monitoring: From masses
of interest to recommendations via in silico workflows (link)

A retrospective non-target analysis of wastewater samples identified one confirmed and
21 tentative substances, including manufacturing reagents, adhesives, pesticides and
pharmaceuticals, showing the presence of diverse compounds in wastewater.

Kaiser, A.-M. et al. (2021)

Ozone as oxidizing agent for the total oxidizable precursor (TOP) assay and as a
preceding step for activated carbon treatments concerning per- and polyfluoroalkyl
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substance removal (link)
Using the TOP assay, the study estimated a total PFAS concentration of about 840 ng/L
in wastewater effluent, which was 91% higher than values obtained through targeted
PFAS analysis, suggesting the presence of precursor substances not usually monitored.

e Hollender, J. et al. (2019)
High resolution mass spectrometry-based non-target screening can support regulatory
environmental monitoring and chemicals management (link)
The study highlights the need for further development of non-target analytical
methodologies, including harmonised protocols, improved data infrastructures and
appropriate resources to analyse complex mixtures of micropollutants.

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.
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