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KauectBeHu NnekapcTea, 4OCTbMHM 30 BCEKU

3aKOH 3a KPUTUUHUTE JIeKapCTBa: CTbMKa Hanpeps, 3a CUrypHU AO0CTaBKU Ha
NeKapcrea

bptokcen, 15 main 2026 .

3aKOHBT 3a KPUTMYHMUTE NIEKApPCTBA € 3aKOHOAATEeNCTBO OT CbLLECTBEHO 3HayeHue 3a
34paBHaTa CUTYPHOCT. 3aKOHbBT BbBEXKAa NasapHU pedopmMu, OCHOBAHM Ha CUTYPHOCTTA Ha
[OCTaBKMTE, M Ce CnpasBA C HEMnpOMnOPUMOHANHOTO HAUMOHANHO CKAaAMpaHe, KOeTo
dparmeHTUpa BbTPELLIHMA Na3ap M HapyllaBa AOCTaBKUTE B NO-MaJIKUTe CTPaHU. 3aKOHBT 3a
KPUTUYHUTE JNIeKapCTBa 3acunBa conugapHoctta Ha EC B nonsa Ha BCUMYKM MAUMEHTH,
He3aBMCMMO OT CTpaHaTa, B KoATO npebuBaBaT. YcnexbT Ha 3aKoOHa 33 KPUTUYHUTE
JleKapCcTBa cera Lie 3aBWUCM OT 6bP30TO My MpuiaraHe 3a CnpaBAHE C MKOHOMUYECKUTE
dakTopu, BogeLM A0 HEAOCTUT Ha /IeKapCTBa.

B 6baelle ambuumMATa Ha 3aKOHBT 3a KPUTUYHUTE NekapcTBa TpAbBa ga 6bAe cbnNbTCTBAHA
OT KOHKpeTHM nocneasawy mepku. Cneppawmat PoHA 3a KOHKYPEHTOCMOCOOHOCT Mo
MHororogmwHaTta $MHAHCOBA paMKa cneasa Aa oTAeny GUHaAHCUMpaHe 33 NPOU3BOACTBO Ha
KPUTUYHW IeKapCTBa M aKTUBHM dapmaL,eBTUYHM cbeTaBku (API) B EBpona. CbhlueBpemMeHHO e
cnewHo Heobxoamma pedopma Ha pamKaTa Ha EC 3a obliecTBeHM MOpbYKM, 3a da ce
CTabunmampa nasapbT M ga ce NOANOMOrHe CUTypHOTO U amBepcuduumMpaHo cHabaasaHe.
Te3sn mMepKn ca HEOTNOXHMU, Tbi KAaTO BOWMHATa B BAM3KMA M3TOK M nowo paspaboTeHoTo
3aKoHogaTenctso Ha EC, KaTo Hanpumep [upeKkTMBaTa 3a MNPEUYUCTBAHE HA TFpaacKuTe
otnagbyHu Boan (UWWTD), cbC CUTypHOCT Liie yBenuyaT pasxoauTte 3a NpPOoM3BOACTBO Ha
NnekapctBa B EBpona. be3 pedopma HAKOM fnekapcTBa LWe CTaHaT HepeHTabuaHW 3a
NPOM3BOACTBO M A0CTaBKa 3a Espona.

FeHepanHUAT gupeKTop Ha ,JleKapcrea 3a EBpona“, AgpmaH BaH geH X0BeH, KOMeHTUpa:
,30KOHbM e nvbpeama esponelicka cMbvnKka 3a yKpensaHe Ha 00CMAasKUMe HA KPpUMUYHU
7eKkapcmea u HamanasaHe Ha Hedocmuea. Cnedsawjuam 6r0xwem Ha EC mpsabsea oa
BK/MOYBA (POHO 30 KOHKypeHmocnocobHocm om 4 muauapda espo 8 noodkpena Ha
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npou3800CMBOMO HA 2eHEePUYHU eKapcmea U aKmueHuU ¢apmayesmu4vHu cbcmasku (API).
Tosa 6u nodnomoaHas0 NodobpeHUsMa 3a cu2ypHocm Ha 0ocmaskume usau ycmolvyueocm
3a Had 150 npouzsodcmeeHu obekma 8 Esporna u 6u 6usno eamcHO 3a UHMepecume Ha
HayuoHanHama cuz2ypHocm. OceeH mo8a uyeanume HA 30KOHA 30 KOHKYpeHuusma He
mpsbea Oa 6v0am nodkonasaHU om 6pedHU 3aKOHU Kamo Jupekmusama 3a
npemaxeaHemo Ha omnadvyume om omnadvyu, Kosmo mpsabea cnewHo 0a 6voe cripsaHa.”

U3TOUHUUM:
e Position paper on the Critical Medicines Act

e MEMO on Urban Wastewater
e Ramboll study on Micropollutants in Urban Wastewater

JNlekapctea 3a EBpona (Mpegu ETA, uniito uneH e BlfdapmA), npeacrasnaBa eBponenickuTe
OTpac/An 3a reHepuyHu, 6MonogobHU NeKkapcTBa M NeKapcTBa ¢ gobaBeHa CTOMHOCT,KOUTO
OCUTYPABAaTBMCOKOKAYECTBEHM JIeKapCTBa HAa KOHKYPEHTHM LIEHW 33 MUJIMOHU €BPOMENCKU
nauneHTwn.

Opy»ecTBaTta, npeacraBnaBaHuM oT ,JlekapctBa 3a EBpona“, ocurypasaT 6am3o0 190 000
KBannuumnpaHm paboTHM mecta B EBpona u umHBectupaTr go 17% ot obopota cu B
MHBECTULUMM B Hay4yHOM3CNeAOBaTeNCKAa W pasBoiMHa AeWHOCT. BusmsaTta Ha eBponenckute
NPON3BOAUTENN HA reHepUYHN 1 BnonogobHN nekapcTBa e Aa ce OCUTypU YCTOMYMB 40CTbN
[,0 BUCOKOKAYeCTBEHU /IEKAPCTBA 3@ BCUUYKM €BPOMNENCKM NALUEHTU, Bb3 OCHOBA Ha 5 BaXKHU
cTbn6a: NauMeHTH, Ka4ecTBO, CTOMHOCT, YCTOMYMBOCT M NAPTHbOPCTBO.
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Critical Medicines Act: a step forward for secure medicines supply

Brussels, 15 May 2026

Marking The Critical Medicines Act (CMA) is an essential legislation for health security. The
Act introduces market reforms based on supply security and addresses disproportionate
national stockpiling which fragments the Internal Market and disrupts supply in smaller
countries. The CMA reinforces EU solidarity for the benefit of all patients, regardless of the
country they reside in. The success of the CMA will now depend on swift implementation to
address the economic drivers of medicine shortages.

Looking ahead, the ambition of the CMA must be matched by concrete follow up measures.
The next Multiannual Financial Framework (MFF) Competitiveness Fund should dedicate
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funding for critical medicine and active pharmaceutical ingredient (API) manufacturing in
Europe. At the same time, a reform of the EU public procurement framework is urgently
needed to stabilise the market and support a secure and diversified supply. These measures
are urgent as war in the Middle East and poorly designed EU legislation, such as the Urban
Waste Water Treatment Directive (UWWTD), are certain to inflate the costs of medicine
production in Europe. Without reform, some medicines will become unviable to
manufacture and supply for Europe.

Medicines for Europe Director General Adrian van den Hoven commented: “The Act is the
first European step to strengthen critical medicines supplies and reduce shortages. The next
EU budget should include a competitiveness €4 billion fund to support generic medicine and
API production. This would support upgrades for security of supply or resilience for over 150
production sites in Europe and would be important for national security interests. Moreover,
the CMA’s objectives should not be undermined by harmful laws like the UWWTD that must
be urgently paused.”
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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 please follow us at www.medicinesforeurope.com
and on LinkedIn and X @medicinesforEU.
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