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dapmaLeBTUYHOTO 3aKOHOAATE/ICTBO € BaXKHO 3a 6baellata papmaLeBTUYHa
MHAycTpus Ha EC, Ho Hal-BeYe 3a AOCTbNA A0 /IeKapcTBa

bptokcen, 12 pekemspmn 2025 .

CnopasymeHuMeTo, NoCTUrHaTo mexay MNapnameHTa n CbBeTa 3a npernes Ha o6wWwoTo papMaLeBTUYHO
3aKOHOA4ATE/ICTBO, € Ba*KHA CTbMNKA Hanpes 3a eBponeickaTa GpapmaueBTUYHA UHAYCTPUA B MOMEHT
Ha rossaMa reonoanTMYecKa HeCUrypHocT.

Medicines for Europe nogkpena uenute Ha pedopmata OT CaMOTO Hayano: nopobpasBaHe Ha
PaBEHCTBOTO B A0CTbMNA 33 BCUYKM €BPONELM, OCUTYPABaHE HA HAaBPEMEHEH AOCTbM A0 reHEePUYHMU,
BrnocuMmMNAPHN N Ao6aBEeHU CTOMHOCTHM IEKAPCTBA U MOAEPHU3UPAHE Ha perynaTopHaTa pamKa ypes
no-ronama Aurutannsaums, XxapMoHn3auma 1 onTMMmnsaLums.

CnopasymeHuneTto mexay MNapnameHTta n CbBeTa NpeacTaBAsBa peaseH HanpeabK no:

e CnpaBegams AocTbn, 6Mxme nogKkpenuam no-ambuumosHa pedopma 3a no-go6bvp A0CTbN A0
Nnekapctea B LleHTpanHa n M3TouyHa EBpona v no-mankute AbprKaBu YEHKU U Wwe paboTmm c
EC, 3a ga nsnrpaem ponaTa cu B 3anMb/IBAHETO Ha NPONYCKUTE B AOCTbNA KONIKOTO € Bb3MOXHO.

e HaBpeMeHHMAT AOCTbMN, XapMOHM3auMATa Ha bonap we Hamann HeobocHoOBaHUTE CbAeOHM
Aena v 3noynotpebaTta Ha, HanpMmep, € NAaTEHTU HA AMBU3MUTE 33 Cb34aBaHE Ha U3KYCTBEHM
3a6aBAHMA B KOHKYPEHLUMATA M NO-LUIMPOK AOCTbM A0 NEKAPCTBA 33 BCUYKM eBpOneiLm.

e  [urutanusauuaTta U XapMoHM3auMuATa Ha GapMaLEeBTUYHOTO peryaMpaHe Lie cbraacyBaT
bapmaLeBTUYHOTO 3aKOHOAATE/ICTBO C LeNUTE Ha PasLWMPEHOTO MaHAATHO 3aKOHOAATE/ICTBO
Ha EMA 3a npepgoTBpaTABaHe M CMeK4YaBaHe Ha HeAoCTUra Ha /IeKapCTBa, BbMNPeKM 4ye no-
ObArUTE nepuvoaM Ha yBeAOMABaHE 3a HeAoCTUr Le yBenmMyat HepgocTtura, "danwmsu
npeaynpexgeHna" v e NnpeToBapaT HALNMOHANHUTE KOMMNETEHTHN OpraHu.

BbnpeKkn ye 3aKOHOAATE/NCTBOTO MPEACTaB/ABA peaneH HanpeabK, HUE OCb3HaBaMe rpaHuMUMTE Ha
TOBa, KOETO MOKe Aa 6bae NOCTUIHATO Ypes3 NOIUTUYECKM KOMMPOMMKC. 3aTOBA LLLE Ce aHraxKmnpame
aKTMBHO C NpWaaraHeTo Ha 3aKOHOAATENCTBOTO M B Apyrn obiacTu Ha dpapmaL.eBTUYHATA NOINTHKA,
3a Ja NoAKpenum no-crnpaseasvB AOCTbM A0 NEKapCTBa, 43 CYM NapTHUpame 3a HeobxogumaTa
34paBHaA CUTYPHOCT U Aa paboTMM CbC 34PaBHU CUCTEMM, AOCTABYMLM U 3aMHTEPECOBAHM CTPaHM 3a
noaKkpena Ha no-aobpo obuiecTBeHO 34paBe 3a BCUMYKKM eBponeruun. B To3m nepuopg Ha ronama
reonosIMTMYECKa HeCUTypHOCT cunaTa Ha EBponeiickma cblo3 ce Kpue B cnocobHOCTTa My Aa paboTtu
3ae4HO B CONMAAPHOCT, Aa ce GOKycMpa BbpPXy OCHOBHUTE CTPATErMYECKM BbMPOCK KaTo AO0CTbMNa Ha
nauMeHTMTe M 34paBHUTE pe3ynTaTv, CUTypHOCTTa Ha CHabaaBaHeTO W YCTOMYMBOCTTA, M Jda
rapaHTMpa, 4ye eBpPONENCKUTE MONUTUKM NOAKPENAT, a He NoAKOoMaBaT MHAYCTPUUTE KaTo HawarTa,
KOUTO MHBecTMpart B EBpona 3a nauneHTnTe, ObLECTBEHO 34paBe M 34paBHA CUTYPHOCT.
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Mpe3naeHTbT Ha acoumaumaTa, Mapkyc 3urep, Kasa: "OcobeHo cbm 008071€H om pe3yamama om
mpuno3ume 3a apmayesmuyHama ornakoseKka, nybauxkyeaHu OHec. Toea nomevpxdasa, ue
uHcmumyuyuume Ha EC umam nayueHmu om EC 8 cbpuama u ymoseme cu. Toea e omau4yHa cmuvrika
KbM OCU2ypABAaHE HO 8b3MOMCHO HAl-paHeH 0ocmdbn 00 2eHepPUYHU U BUOCAUYHU aeKapcmea, Kamo
110 MO3U HAYUH Ce 3aCua8a cueypHocmma Ha Aekapcmeama e Espona.”

JNlekapcTea 3a EBpona

Medicines for Europe npeactaBnaBa MHAYCTpUUTE 3@ reHepuyHU, BuocumaHHM u pobaseHm
CTOMHOCTHM fekapctBa B UuAna Espona. Busmata M e pga ocurypyu yctomums AOCTbn A0
BMCOKOKAUYeCTBEeHM JfiekapcTBa, 6asvpaH Ha 5 BaxHM cTbnba: nNauueHTH, KadyecTBO, CTOMHOCT,
YCTOMYMBOCT M MNAPTHbOPCTBO. HelHuTe uneHoBe AMpPeKTHO Haemat 190 000 agywwm B Hag 400
npoussoacTeeHn un 126 HNP/ obekTta B EBpona 1 nHeectmpart Ao 17% ot 0bopoTa cv B MHBECTULUM B
Hay4yHoM3CnedoBaTe iIcCka U pa3BoiiHa geriHocT. KomnaHunte-uneHku Ha Medicines for Europe B usna
EBpona epHOBpemMeHHO yBenMYaBaT AOCTbMNa A0 /NeKapcTBa M CTMMyaupaT nogobpsasaHe Ha
3/ paBHUTE pe3ynTaTu. Te UrpanaT KAw4yoBa Poas B Cb3AaBaHETO Ha YCTOMYMBU €BPONENCKM 34PaBHM
CUCTEMM, KAaTO NPOLB/IKABAT Aa NPefoCTaBAT BUCOKOKAYECTBEHM N ePEKTUBHU reHEPUYHM NEKAPCTBA,
KaTo CblLEeBPEMEHHO MHOBMPAT 3a Cb3AaBaHe HAa HOBM BMOCMMWMNAPHM NEKApPCTBA M BbBEXKAAT HA
nasapa ekapcTBa ¢ 4obaBeHa CTOMHOCT, KOUTO OCUrypaABaT No-406pu 34paBHM pe3ynTaTu, No-ronsma
edeKkTMBHOCT U/mMAn nopobpeHa 6HesonacHoCT B HoONHMYHATa cpeda 3a nauuMeHTMTe. 3a noseve
nHbopmauma, mona, cnegete HM B www.medicinesforeurope.com, Kakto u B LinkedlIn mn X
@medicinesforEU.
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Press release
Pharma legislation deal important for the future EU pharmaceutical industry but most
importantly for access to medicine.

Brussels, 12 December 2025

The deal agreed between Parliament and Council on the general pharmaceutical legislation review is
an important step forward for the European pharmaceutical industry at a time of great geopolitical
uncertainty.
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Medicines for Europe has supported the objectives of the reform from the start: improving equity of
access for all Europeans, ensuring timely access to generic, biosimilar and value added medicines, and
modernising the regulatory framework through more digitalisation, harmonisation and optimisation.

The deal between the Parliament and Council represents real progress on:

e Equitable access, we would have supported a more ambitious reform for better access to
medicines in Central and Eastern European and smaller member states and will work with the
EU to play our role in filling the access gaps as much as possible.

e Timely access, Bolar harmonisation will reduce frivolous litigation and the misuse of, for
example, divisional patents to create artificial delays to competition and to wider access to
medicines for all Europeans.

e The digitalisation and harmonisation of pharmaceutical regulation will align the
pharmaceutical legislation with the objectives of the EMA extended mandate legislation to
prevent and mitigate medicine shortages although longer shortage notification periods will
increase shortages ‘false alerts’ and overload national competent authorities.

While the legislation represents real progress, we recognise the limits of what could be achieved in a
political compromise. We will therefore engage strongly in the implementation of the legislation and
in other pharmaceutical policy fields to support more equitable access to medicines, to partner for
much needed health security and to work with healthcare systems, providers and stakeholders to
support better public health for all Europeans. In this time of great geopolitical uncertainty, the
strength of the European Union lies in its ability to work together in solidarity, to focus on the core
strategic concerns of patient access and health outcomes, security of supply and resilience, and
ensuring that European policies support rather than undermine the industries, like ours, that are
investing in Europe for patients, public health and health security.

Association President, Markus Sieger said: “I am particularly satisfied with the result of trilogues on
Pharmaceutical Package published today. It confirms that EU institutions have EU patients in their
hearts and minds. This is great step in ensuring earliest possible access to generic and biosimilar
medicines thus reinforcing medicines security in Europe.”

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
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added medicines, which deliver better health outcomes, greater efficiency and/or improved safety in
the hospital setting for patients. For more information, please follow wus at
www.medicinesforeurope.com and on LinkedIn and X @medicinesforEU.
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