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NPECCbOBLUEHUE

OMHMOYCHOTO NpoyyYBaHe 3a Bb34ENCTBUETO BbPXY OKONIHATa cpeAa He ycnaBsa Aa ce
CNpaBu C OrPOMHUTE HEAO0CTaTbLM B [JUpEKTUBATaA 3a NPEUYMCTBaHE Ha rpaacKuTe
OoTNagbyHU BOAU

12 pekemspu, bptokcen, benrna

EBponeickaTta KOMUCKA He ycnA Aa Ce CMpaBu C OCHOBHUTE HeJoCTaTbUM B [AMpeKTuBaTa Ha
EC 3a npeuncrteaHe Ha rpaackuTte otnagbyHm sBogm (UWWTD), nponyckaiku Bb3MOXKHOCTTA
3a onpoctaBaHe B OMHMOYCHOTO Mpoy4YyBaHe 3a OKO/IHATA cpeAa M NPOMyCKalKu BCAKaKBa
CMUCNEHA OLEHKA Ha Bb3AEeNCTBMETO BbPXY /SIEKAPCTBAaTa B aKTya/IM3MPaHOTO MPOyYBaHE,
KOeTo ce PpOoKycMpa camo BbpXy aKTya/JM3MpaHe Ha pPasxo4uTe 3a NpeyvyncTBaHe Ha BoAuTe,
Bb3 OCHOBA Ha MHNAUMATA M Ha orpaHnyeH 6poit anTepHaTUBHM MOAENN HA pa3xoauTe.

Tasu nnnca Ha AeNCcTBUSA, KOATO UTHOPUPA aHTaKMMeHTa, noeTt oT Komucuata B Ctpartervara
3a YCTOMYMBOCT Ha BOAMUTE, 3a OLLEHKA Ha NOTEHLMANHOTO Bb3AeNCTBUE BbPXY CbOTBETHUA
CEKTOp, AONBAHUTENHO paslWMpABa PUCKa 3a A0CTbMNAa Ha MNauMeHTMTe 40 OCHOBHMU
IeKapcTBa, KOUTO Lile 6bAaT HEMPONOPLIMOHANHO 3acerHaTh oT Tasu AupeKTMaa. Hanpumep,
UWWTD 6w Hanoxwuna HagbaBka KbM TeKylIUTe pasxoAaM 3a 34paBeona3BaHe 3a
NeKapcTBoTO 3a anabet metdpopmuH fo 875% 8 HupgepnaHama n po 445% 8 NrepmaHus.

AprymeHTuTe 3a npepasrnexgaHe Ha UWWTD ca ybeautenHu. Hacroawarta AMPeEKTUBA,
KOATO € HacoyeHa CamMO KbM [Ba CEKTopa 3a NJaWaHe Ha CMeTKaTa 3a BOAa, We Mma
HenponoOpPUNOHAZIHO Bb3AENCTBME BbPXY EBTUHUTE FEHEPUYHW NIEKApPCTBa, M3Naralkum Ha
PUCK TAXHATa Ha/AMYHOCT. TO3M pUCK He bewe HaMbAHO OUEHEH B MbpPBOHaYasHaTa
OVNPEKTUBA W CEKTopbT He bewe ageKkBaTHO KOHCynTMpaH. [porHosuTe 3a pasxoguTte,
npeasuaeHn B ANPEKTMBATA, CbLLO Ce OKa3axa CU/IHO MOAUEHEeHM, KaTo M3UYUC/IeHnATa 3a
pa3xoguTe Ha HaUMOHA/IHO HMBO M BbB BOAHAaTa WMHAYCTPUA HaABMLLIABAT MHOrOKPATHO
oueHkuTe Ha Komuncumata. HeobACHMMO e, Ye Te3n U3UUCNEHNA 33 PA3XOANTE He Ca OLLEHEHMU
B aKTYya/IM3MPaHOTO NpPOoy4YBaHe Ha Bb34EeNCTBMETO BbPXY OKOHATA cpesa.

[dunpeKtTuBaTta e nsrpageHa Bbpxy HeNnpPaBuAHOTO NPeAnoONKeHME, Ye 3acerHaTuTe CEeKTopwm
MoraT /leCHO Aa MPexBbpAAT pa3xoAuMTe MO CxemaTa 3a paslWupeHa OTrOBOPHOCT Ha




npoussoautenute (EPR) Bbpxy noTpebutenute - uaM B CAydaa Ha /ieKapcTBaTa, BbPXY
nauneHTuTe, 3a 4a GUHAHCUMpPAT Tasn Cxema 3a NPeYyncTBaHe Ha Boda. ToBa NpeanosioKeHune
HaNb/IHO MIHOPMpPa pPeasiHOCTTa 3a MPOU3BOAUTENUTE HA NeKapcTBa 6e3 naTeHT, KoUTO ca
M3NpaBeHW Mpen, CTpora perynaunsa Ha ueHuTte B EBpona™ u paboTAT ¢ MHOro manku
NPOAYKTOBM Map»KoBe. B MHOro ciyvyam pasxoamTe 3a Te3M JIeKapCTBa Ce HamasAasaT OT
nnatuMte UM OOCTaBYMUMTE HA  34PaBHU  YCAYyry, BbMNPEKU  YBE/IMYEHMETO  Ha
NPOM3BOACTBEHUTE PasxoAn. HeoTaaBHALLIHO NpOy4YBaHe NMoKasa, Ye ueHuTe Ha 10-Te Ham-
BaXHM aHTMOMOTMKA ca cnagHannm ¢ 10% ot 2020 r. Hacam, [OKaTto pa3xoauTe Ha
npomMmuLLIeHNTe nNpounssoanTenm ca ce ysenmumnm ¢ 31,6%, pasxoaute 3a Tpya ¢ 25,7%, a
LeHUTe Ha eHeprusaTa ¢ +88% (ras) n +62% (enekTpuyectso).**

* In over 80% of countries, generic medicine prices cannot be increased according to our
latest analysis of generic medicine markets in the EU.
https://www.medicinesforeurope.com/wp-content/uploads/2025/11/GENERIC-MEDICINES-
MARKETREVIEW-2025-Key-findings.pdf

AKTyanuM3npaHOTO Mpoy4YBaHe HA Bb3AENCTBMETO BbpXy OKOJIHATa cpefa He Mpu3HaBa, 4e
TakcuTe 3a EPR we nagHat HenponopuMoHaAHO BbpXy SIeKapcTBaTa C rofam obem U HUCKa
LLeHa — KaTo Ce OYaKBa TAaKCWUTe Aa HaABWULIAT NPOAaXKHaTa CTOMHOCT HA Te3U OCHOBHU WU
KPUTUYHM NEeKapCcTBa 33 CbpAEYHO-CbAO0BWU 3abonasBaHWA, enuaencma U NPOTUBOBUPYCHO
neyenwue. MpeanonoxKeHMeTo, Ye NPOM3BOAUTENNTE MOraT Aa ,NMPEXBbPAATY Te3n pasxoam
BbPXY NaUMEHTUTE, HaNb/IHO UTHOPMPA PEryfaTopHUTE PEeasIHOCTU Ha eBPOMNEeNCKMA nasap
Ha fiekapcTBa 6€3 NaTeHT 3a Te3M }KU3HEHOBAXKHMN 1EKAPCTBa.

OcBeH TOBa, aKTya/M3MPaAHOTO MPOY4YBaHE Ha Bb3AENCTBMETO BbPXY OKOMHATA Cpeaa He
ycnABa Qfga KoOpuUrMpa OCHOBHUTE HeaoCTaTbUM B AaHHUTE OT MbpBaTa OUEHKA Ha
Bb3gelcTemneto. Llsnata ocHoBa Ha cxemaTta EPR — TBbpaeHueTo, Ye dapmaueBTUYHUTE
NPOAYKTU AOMPUHACAT 338 66% OT TOKCMYHOCTTA Ha OTNAAbYHUTE BOAW — Ce OCHOBaBa Ha
HAaNb/IHO HETOYHO MoAesInpaHe, M3Noa3BaHO OT CbBMECTHMA M3CNe40BaTENCKU LEHTDHP.
BmecTto aa u3nossBa AaHHMTE OT nabopaTopHUTE TecToBe, U3UCKBAHM OT EBponeiickaTa
areHums no nekapcrteata (EMA), JRC pa3umTa Ha KOMMNIOTbPHO reHepUpPaHn MoaeNn, KOeTo
BOAM A0 MacuBHM HagueHku. Cnopepn AaHHuTe Ha KomucuaAta, camo 4-Te Han-ronemm
NeKkapctBa yX npeactaBnaBaT 58% OT UANOTO TOKCMYHO HATOBapBaHE BbB BCUYKM
NPOMMULLNIEHN CEKTOPU. M BCce nak, Bb3 OCHOBa Ha AENCTBUTENHM NabopaTOPHM AaHHW,
CbOTBETCTBALLM Ha CcTaHgapTute Ha EMA, TexHuAaT npuHoc 6u 6un pocta nog 1%.
Hemucnmmo e, ye akTya/M3MpaHO MNpoy4YBaHe Ha Bb3JAENCTBMETO BbPXY OKOJIHAaTa cpeja
UrHopupa TakaBa ¢panaHTHA rpellka — TaKaBa, KOATO [0BefAe A0 HaAueHsABaHe Ha
TOKcuuHocTTa ¢ uyenm 90 000 nbTM, KAaKTO € B C/ydas C NeKapCTBOTO 3a KPbBHO HanArade,
TenmucaptaH***, Kato He ycnaBa ga Kopurmpa uamn gopuv Aa Npu3Hae Te3rM HETOYHOCTW,
aKTyaNM3MpPaHOTO MpOy4YBaHE Ha Bb3AENCTBMETO BbPXY OKOJIHATa cpefa noasexaa, KakTo
NoAUTULNTE, Taka W OOLEeCTBEHOCTTa, OCTaBAWKW npeasoxeHata cxema 3a EPR 6es
Ha4e)KAHa Hay4yHa OCHOBaA.

,JlekapcTBa 3a EBpona” oTHOBO npu3oBaBa 3a AelCTBUE 3a CNMpPAHe Ha NpuaaraHeTo Ha
UWWTD, 3a npaBuaHO aHanM3MpaHe Ha OCHOBHUTE He[0CTaTbLM B TOBA 3aKOHOAATENCTBO
M 3a 3aWMTa Ha [0CTaBKMTE HAa OCHOBHM U KPUTUUYHWU NleKapCTBa 3a eBponeickurte
nauueHTu.
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MpunoxeHue - Kakeo npepacrasnasa AupeKkrusata Ha EC 3a npeuncrsaHe Ha rpaackure
otnagbuHu sBogm (UWWTD) m 3aw,0 e npobnem?

OnpeKkTMBaTa 3a NPeYUCTBAHETO HA OTNAAbYHUTE BOAM BbBEXKAA CXEMA 33 ,paslMpeHa
OTrOBOPHOCT Ha npoussoautensa” (EPR), HacoyeHa KbM dapmaueBTUYHATA M KO3METMYHATA
NPOMMULLNEHOCT, NPUHYKAABANKM M Aa NAALLAT 3a CMETKaTa 3a KbceH eTan (,4eTBbpTUYHO®)
npevyncTeaHe OoT MMETO Ha BOAHMTE KOMMaHUW. PapmaueBTUYHUTE OCTATbLUM B OTNAAbYHUTE
BOAM Ca Pe3yntat r/71aBHO OT KOHCyMauua OT NauuMeHTUTe, a He OT eMWUCMU B
NPOM3BOACTBEHUTE 0OEKTU, KOMTO BeYe ca CTPOoro HabaaaBaHM U cBEAEHN A0 MUHUMYM OT
MHAyCcTpUATa. Bbnpekn ToBa, Takcute 3a EPR we ce ocHoBaBaT Ha obema Ha npoaaaeHuTe
WNM OTMYCHATUTE JIEKAapCTBa BbB BCAKA AbprKaBa 4/sieHKa. Tasu cxema 3acsra Hal-CUAHO
MHAYCTPUATA 33 FEHEPUYHM JIEKAPCTBA - CAMMUAT CEKTOP, KOMTO A0CTaBA NO-ronsmaTta 4acTt oT
OCHOBHWTE JIEKAPCTBa, NPeAnMCBaHM OT JIEKapW Ha NaLMEHTU CbC CeEPUO3HM 3abonaBaHMUA.
Bbnpekn ye [upeKTvBaTa onpenena Kak wWe ce msyucnasat pasxoaute 3a EPR, 1A He
onpedens MmakcMmaneH obu, EPR npuHoc. ToBa cb3gaBa OrpomMHa HECUTYPHOCT 3a
KOMMNaHMUTE, KOUTO TpabBa Aa 3HaAT Aa/IM TeXHUTE NPOU3BOACTBEHU AUHUKU We b6baaT
MKOHOMMYECKM KM3HecrnocobHu cnen 2028 r. Bb3 ocHOBa Ha HaweTo MoOAe/MpaHe Ha
peasniHoTO Bb3aencTeune, upekTneaTa e Nnpeam3BMKa LyHaMmn OT HeAOCTUM Ha 1IeKapcTBaa.
**https://www.medicinesforeurope.com/wp-content/uploads/2025/09/Securing-access-
improving-lives-Report-Sept 2025.pdf

***www.medicinesforeurope.com/wp-content/uploads/2025/07/UWWTD-MEMO-updated-
state-of-play-July-2025.pdf

NekapcTsa 3a EBpona (Mpeau ETA, uniito uneH e bIr'dapmA), npeacrasnasa eBponenckute
OTPac/n 3a reHepuyHK, bonoaobHM NeKkapcTBa M NeKapcTBa ¢ AobaBeHa CTOMHOCT,KOUTO
OCUTYPABATBMCOKOKAYECTBEHM NEKAPCTBA HAa KOHKYPEHTHM LLEHN 32 MUJIMOHW eBPONENCKM
naumneHTw.

Jpy»ecTBaTa, npeacTasiaBaHu oT ,,Jlekapctea 3a EBpona“, ocurypasat 6;i1m3o 190 000
KBaAnoumumnpaHun paboTHn mecta B EBpona un nHeectmpat 4o 17% ot obopoTa cu B
WHBECTMUMM B HAY4YHOU3CNE40BATE/ICKA U Pa3BOMHA AEMHOCT. BU3nATa Ha eBponenckute
NPON3BOANTENM HA FreHepPUYHU 1 BonogobHN NeKapcTBa e Aa ce OCUTYPU YCTOMYUB A0CTbN
[,0 BUCOKOKAQYeCTBEHM IEKAPCTBA 3a BCUUYKM €BPONENCKM NALMEHTH, Bb3 OCHOBA Ha 5 BaXKHU
cTbn6a: NauMeHTH, Ka4ecTBO, CTOMHOCT, YCTOMYMBOCT M NAPTHbOPCTBO.
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Press release

Environment omnibus and impact study fail to address huge flaws in Urban waste water
treatment directive

12 December, Brussels, Belgium

The European Commission has failed to address the major flaws in the EU urban waste water
treatment directive (UWWTD), missing the opportunity of simplification in the Environment
omnibus and omitting any meaningful assessment of the impact on medicines in the
updated impact study, which just focuses on an update of water treatment costs based on
inflation and on a limited number of alternative cost models.

This lack of action, which ignores the commitment taken by the Commission in the Water
Resilience Strategy to assess the potential impact on the concerned sector, further extends
the risk to patient access to essential medicines, which will be disproportionately impacted
by this directive. For example, the UWWTD would impose an excess on the current
healthcare expenditure the diabetes medicine metformin up to 875% in the Netherlands and
up to 445% in Germany.

The case for revising the UWWTD is compelling. The current directive, which targets only
two sectors to pay the water bill, will have a disproportionate impact on low cost generic
medicines, putting their availability at risk. This risk was not fully assessed in the original
directive, and the sector not adequately consulted. The cost projections of the directive have
also been shown to be massively under-estimated, with country level and water industry
cost calculations exceeding the Commission’s estimates by multiple times. Inexplicably,
these cost calculations have not been assessed in the updated impact study.

The directive is built on the incorrect assumption that the affected sectors can easily pass on
the costs of the EPR scheme to consumers - or in the case of medicines, to patients, to fund
this water treatment scheme. This assumption completely ignores the reality for off-patent
medicine manufacturers, who face strict price regulation in Europe*, and operate with very
small product margins. In many cases, the costs of these medicines are being driven down by
payers and health procurers, despite increases in the cost of production. A recent study
showed that the top 10 essential antibiotics have seen prices fall by 10% since 2020, while
the industrial producer costs increased by 31.6%, labor costs by 25.7%, and energy prices by
+88% (gas) and +62% (electricity)**.

* In over 80% of countries, generic medicine prices cannot be increased according to our
latest analysis of generic medicine markets in the EU.
https://www.medicinesforeurope.com/wp-content/uploads/2025/11/GENERIC-MEDICINES-
MARKETREVIEW-2025-Key-findings.pdf

The updated impact study fails to acknowledge that the EPR fees will fall disproportionately
on high volume, low cost medicines — with fees expected to exceed the sales value of those
essential or critical medicines for cardiovascular, epilepsy, pain and anti-infective treatment.
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The suggestion that manufacturers can “pass on” these costs to patients completely ignores
the regulatory realities of Europe’s off patent medicines market for these vital medicines.

Moreover, the updated impact study fails to correct the major data flaws from the first
impact assessment. The entire foundation for the EPR scheme - claiming that
pharmaceuticals contribute 66% of wastewater toxicity — is based on totally inaccurate
modelling used by the Joint Research Centre. Instead of using the laboratory test data
required by the European Medicines Agency (EMA), the JRC relied on computer-generated
models, leading to massive overestimations. According to the Commission’s data, the top 4
medicines alone supposedly represent 58% of the entire toxic load across all industrial
sectors. Yet, based on actual EMA-standard laboratory data, their contribution would be well
below 1%. It is unfathomable that an updated impact study ignores such a glaring error —
one that led to toxicity overestimations by as much as 90,000 times, as is the case for blood
pressure medicine, telmisartan***. By failing to correct or even acknowledge these
inaccuracies, the updated impact study misleads policymakers and the public alike, leaving
the proposed EPR scheme without a credible scientific foundation.

Medicines for Europe reiterates its call for action to pause the implementation of the
UWWTD, to correctly analyse the major flaws in this legislation and to protect the supply
of essential and critical medicines for European patients.

Annex - What is the EU Urban Waste Water treatment Directive (UWWTD) and why is it a
problem?

The UWWTD introduces an “extended producer responsibility” (EPR) scheme targeting the
pharmaceutical and cosmetics industries, forcing them to pay for the late-stage
(“quaternary”) treatment bill on behalf of water companies. Pharmaceutical residues in
waste water mainly result from patient consumption, rather than from emissions in
manufacturing sites which are already strictly monitored and minimised by the industry.
Despite this, EPR fees will be based on the volume of medicines sold or dispensed in each
member state. This design hits the generic medicines industry hardest - the very sector
which supplies the majority of essential medicines prescribed by doctors to patients with
serious illnesses. While the Directive sets out how EPR costs will be calculated, it does not
set a maximum total EPR contribution. This creates huge uncertainty for companies that
need to know if their production lines will be economically viable after 2028. Based on our
modelling of the real impact, the Directive will cause a tsunami of medicines shortages.

**https://www.medicinesforeurope.com/wp-content/uploads/2025/09/Securing-access-
improving-lives-Report-Sept 2025.pdf

***www.medicinesforeurope.com/wp-content/uploads/2025/07/UWWTD-MEMO-updated-
state-of-play-July-2025.pdf

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
guality 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.
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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.



