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EBpOﬂeﬁCKMHT napaaMmeHT npasu 3aKoHa 3a KPUTUYHUTE NIeKapCTBa CMUC/IEH, HO
npoAavniiKasa HAIMYNETO HaA 3HAYUTENTHU PUCKOBE 3a 6'bp,eLI.lMﬂ A0CTbn

FnacyBaHeTo Ha N1€HAapPHOTO 3acefaHnNe Ha CMA 6eneu BaxKeH eTan KbM CTabuieH 3aKoH
3a MNOoCTuraHe Ha eBpOHeVICKa OTBOpPEHa CTpaTterndyeCka aBTOHOMKMA WU CnpaBAHeE C
MKOHOMUNYECKUTE KOPEHHU NPUYNUHUN 3a HEOOCTUTA HA IEKAPCTBA YpPE3:

¢ 3acMnBaHe Ha 3aA4b/MKUTENHUTE MeEPKU 3a CUTYPHOCT Ha A0CTaBKUTE Ha JZ1IeKApPCTBA, KaKToO
npwu O6LLl,eCTBeHVITe NMOPBYUKN 3a NNEKAPCTBA, TaKa U NPU HALNOHA/THOTO u,eHoo6pa3yBaHe "
Bb3CTaHOBABaHE Ha pa3xoaguTe.

e BbBexaaHe Ha ctabunHa ¢mHaHcoBa nogKpena ype3s PoHA 32 CUTYPHOCT HA KPUTUYHUTE
NeKapcTBa M HOBW, MOAXOAALLIM HACOKM 3@ Abp)KaBHA MOMOLL, — BK/AOYUTENHO PaMKM,
pa3nnyHn ot SGEl — 3a nogKpena Ha nogobpeHUsTa UM BPbLLAHETO KbM WMHOBATMBHMU
NPOM3BOACTBEHU NpoLEecH.

* 3awWmTa Ha eBpoONeNCKaTa CONMAAPHOCT MEXKAY AbPXKaBUTE YeHKM, TaKa Ye NeKkapcTeaTta
Aa OTMBAT NpW NaUMEHTUTE, BMECTO [a Ce Pasxuw,aBaT B HENponopLUMOHaIHN HaLMOHANHK
3anacum.

BbnpeKkn Tesn oKyparkaBallyM CTbMKW Hanpea, ocTaBaT 3HAYUTE/IHM BbHLIHU PUCKOBE, KOUTO
3aCTpalwaBaT AOCTbMa A0 /1IeKapCTBa. 3a4b/KEHUATA, BbBEAEHW M3BBH 34paBHATa PaMmKa,
KaTo Hanpumep MexaHM3MUTE 3a paslMpeHa OTFOBOPHOCT Ha MPOU3BOAMUTENA, CbINACHO
[OvpeKTnBaTa 3a NpeYncTBaHe Ha rpafckuTe oTNaabyHM BOAM, NOPAXKAAT ONaceHUs OTHOCHO
/iMncata Ha NoAxoAslWo KayecTBO Ha AaHHWUTE, METOA0N0TMA U NMPONOPLMOHANHOCT. Te3un
MEpPKM NOAKOMAaBaT NJaHMPAHETO Ha BepuraTa 3a AOCTaBKWM, OKA3BaT HEMPOMNOPLMOHAHO
Bb34ENCTBME BbPXY FEHEPUYHUTE JIEKAPCTBA C HUCBHK MApK M B KpaiHa cMeTKa oTcnabsar
Ha/IMYHOCTTA U CUTYPHUTE AOCTAaBKM HA OCHOBHM U KPUTUYHM NEeKapcTBa. TO3M 3aKOH TpsbBa
na 6bae U3IMEHEH.



FeHepanHuAT aupeKkTop Ha ,JlekapcTBa 3a EBpona” AgpuaH BaH AeH X0BeH KOMEHTUpa:
,TOBa MN/JIEHAapHO r/lacyBaHe e MnopeaHO MOTBbPXKAeHUe, Ye EBpPONencKUAaT napnameHT
npu3sHasa Heobxodumocmma om MoAUMUKU, KOUMO yKpernsam 00CmasKume Ha Kpumu4Hu
sekapcmea u Hamaaseam Hedocmuea. [lpusemcmeame npozpecusHama no3uyus 3a
nodobpsasaHe Ha 30pasHama cu2ypHocm 8 Espona ¢ mosa eaxHo enacysaHe. [omosu cme
0a pabomum cbC cb3aKoHOOamenume, 3a 0a U320MBUM CMUC/AEH KM, KOUMO wje no3eosnu
Ha cekmopa Ha nekapcmeama 6e3 nameHm 0a 6v0e KoHKypeHmocnocobeH, ocobeHo 6
OHewHuUA Hernpeockazyem eeonoaumuyecku nelisaxc. 0OceeH mosa uyeaume Ha
Cnopa3symeHuemo 3a seKapcmeeHu cpedcmea He mpsabea da 6v0am nodKonasaHu om
B8bHWHU (hakmopu Kamo [upekmusama 3a npe4yucmeaHe Ha 2padckume omnadbyHU 800U,
Kossmo mpsabea cnewHo 0a 6v0e 8pemMeHHO CrpsaHa.

M3nonssaHM N3TOYHULM:

e Position paper on the Critical Medicines Act

e Factsheet on demand side measures

e National competences on mandatory security of supply criteria in procurement
and pricing & reimbursement under the Critical Medicines Act

e Factsheet on stockpiling measures

e Factsheet on funding

e Ramboll study on Micropollutants in Urban Wastewater

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

Opy»ecTBaTa, npeacraBnaBaHuM oT ,JlekapctBa 3a EBpona“, ocurypasaTt 6am3o 190 000
KBaanouumpaHn pabotHn mecta B EBpona M wuHBecTMpaT Ao 17% ot obopota cu B
MHBECTULUMM B Hay4yHOM3CNeAOoBaTeNCKAa W pasBoiHa AeWHOCT. BusmsaTa 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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Parliament makes the Critical Medicines Act meaningful but significant risks to future access
persist

For Immediate Release, available online here.

Brussels, 20 January 2026
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The CMA Plenary vote marks a significant milestone towards a robust Act to deliver
European open strategic autonomy and address the economic root causes of medicine
shortages by:

e Boosting mandatory security of medicine supply measures in both medicine public
procurement and national pricing and reimbursement.

e Introducing robust financial support via a Critical Medicines Security Fund and a new
fit for purpose state aid guidance — including frameworks other than SGEI — to
support upgrades or reshoring for innovative production processes.

e Defending European solidarity across Member States so that medicines go to
patients instead of being wasted in disproportionate national stockpiles.

Despite these encouraging steps forward, significant outside risks that threaten access to
medicines remain. Obligations introduced outside the health framework, such as the
Extended Producer Responsibility mechanisms under the Urban Wastewater Treatment
Directive, raise concerns around a lack of proper data quality, methodology and
proportionality. These measures undermine supply-chain planning, disproportionately
impacting low-margin generic medicines, and ultimately weaken the availability and secure
supply of essential and critical medicines. This law must be amended.

Medicines for Europe Director General Adrian van den Hoven commented: “This plenary
vote is further confirmation that the European Parliament recognises the need for policies
that strengthen critical medicines supplies and reduce shortages. We applaud the
progressive position to advance Europe’s health security with this important vote. We are
ready to work with the co-legislators to deliver a meaningful act that will enable the off-
patent medicines sector to be competitive, especially in today’s unpredictable geopolitical
landscape. Moreover, the CMA’s objectives should not be undermined by outside factors
such as the Urban Wastewater Treatment Directive 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
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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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