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MpeaumcTBoTO Ha BUoNoao06HUTE NpoayKTU: MognomaraHe Ha A0CTbNa 3a
nNauMeHTU U MHAYCTPUaNHaTa YyCTOMUNBOCT

Bptokcen, 7 man 2026 .

Otbennassalikm 20-rogMHMHATa OT NbPBOTO B cBeTa 6HMONOA0OHO IeKapcTBO (COMATPONUH)
Ha nasapa B EBpona, cBETOBHM nuaepu BbB dapmaueBTUYHATa M 34paBHaTa chepa ce
CbbupaT AHec 3a KoHdepeHumAaTa BIOS26. MocnaHneto e AcHo: 3akoHbT Ha EC 3a
6uoTtexHonorMmtTe cnegBa Aa HAcbpuuM MNO-CM/IHA eBponeicka YCTOMUMBOCT, 33 Aa
npeBbpHe pAOKa3aHaTa CTOMHOCT B MO-LWIMPOK A[0CTbN M No-Aobpu pesyntatu 3a
nauueHTuTe.

C nornea KbMm cneaBaloTo geceTunetTme, KoHdbepeHUMATa NnogyepTaBa YeTMPU UMNepaTmBa:

e EBpona e Boaewa B cBeTa B NOJIMTUKaTa 3a 6MononobHM neKkapctBa M cera 14
TpA6Ba OTHOBO Aa noeme BoAew,a pona B 0popMAHETO Ha cpepaTa 3a 6uonoao06HM
NleKapcTBa OT cneABaw,o NoKoseHue 4ype3 3aKoHa Ha EC 3a 6uorexHonoruute.
[BageceT roanHu cnep nyckaHeTo Ha nbpsua GuonogobeH comaTponuH B EBpona,
bvonoaobHUTE feKapcTBa Ce MpeBbpHaxa B fACEH nNpMMep 3a ToBa Kak
MHTeNUreHTHaTa dapmaLeBTUYHA NOIMTUKA MOXKe Aa Pa3WwmnpmK A0CTbNa, Aa Nogo06pu
OOCTbMHOCTTAa M A3 NOAMOMOrHe YCTOMYMBOCTTA HA 34paBeonasBaHeto. C HoBa
Bb/IHA OT 6MONOA06HM NeKapcTBa OT cAeABaLLo NOKONEHME Ha XOpWM30HTa, EBpona
MMa CTpaTerMyecka Bb3MOXKHOCT Aa rapaHTMpa, Ye nauneHTuTe, 3apaBHUTe CUCTEMMU
M BUOTEXHONOIMYHATAa MKOHOMMKA e Ce Bb3MO/3BaT HaMb/HO OT c/leABallaTa epa
Ha BMONOrMYHUTE NeKapcTaa.

e [peodopmaHe HaA nasapHUTE MNO/IMTUKM WU NpPefoOCTaBAHETO Ha TrPUXK 33
nopgobpeHn pesyntatM 3a nauyueHtute. M3nmM3aillkM OTBbA 4YMCTO PUHAHCOBUTE
nokasaTenu, cnegpauwaTta ¢asa Ha NoAUTMKaTa 3a bMonogobHUTE NpoayKTU TpsabBa
Aa Aaje NpUopUTET Ha pe3yaTaTuTe 3a NauMeHTUTE KaTo KpaeH NoKasaTen 3a ycrnex.
Ype3 noaobpssaHe Ha LeHOOobpa3yBaHETO U NPAKTUKUTE 33 0BLWECTBEHN NOPBYKU U
n3nonsBaHe Ha edeKTUBHOCTTA, MNOCTUrHaTa u4pe3 ynotpebaTa Ha 6GMonoaoH6HM
NPOAYKTU, CUCTeMUTe 3a 34paBeonasBaHe TpabBa nOa BbBeAAT CTPYKTYPUpPaHU



Tpurepn 3a €BONKOUMATA Ha Napagurmnte 3a Jed4eHne U1 NbTullata Ha TpUuxny,
BK/IIOYNTENHO NOZINTUKU, HAaCOYEHN KbM 6VIOI‘IOAO6HMTE NPOAYKTU Ha NMbPBO MACTO,
cXemMun 3a cnogeniAHe Ha nonsnTe U CTpatermn 3a penHBeCTUpaHe, KaTto rapaHTnpar,
ye OCBO6OAEHMTE 6POA)K€TM ceé npeHaco4BaT KbM I'IO,CI,O6pFIBaHe Ha ycnyrute 3a
nauneHTnTe N HaMa/iaBaHe Ha TeXXeCTTa Ha XPOHUYHUTE He3apa3HU 3abonaBaHuA.

e MopgepHuU3npaHe Ha perynaTtopHUTe paMKM 3a OTK/IIOUBAHE Ha MHOBauuuTe: 3a Aa
3aMasn CBETOBHOTO cu augepctso, EC TpsabBa [Aa pasBue MpuaaraHeTo Ha
perynaTopHaTa HayKa. [oCcTUrHaT e BakeH eTan C M3UCKBaHWMATa Ha EBponelickata
areHuMa no nekapcteata (EMA) 3a cpaBHUTENHM KAWHWYHM NpPOy4YBaHMA 3a
edpukacHocT — Ho B EBpona u B cBeTOBEH Mallab moxKe Aa ce NocTUrHe noseye 3a
pa3paboTBaHe Ha KOHBEPreHTHW, nogxo4AwM 3a uenta nogxoau. Ypes
pauMoHaNM3MpaHe Ha MNPOLLECUMTE MOMKE Aa Ce HamanuM PUCKBT U Oa ce yCcKopw
Ha/IMYMEeTO Ha cneaBalata Bb/HA OMONOrMYHKM NIEKAPCTBA, KAaTo ce rapaHTupa, 4ye
perynaTtopHaTa Cpefa HacbpyaBa, a He Bb3NpenAaATcTBa 6bP30TO BHeApABaHe Ha
pa3paboTBaHe M NPOU3BOACTBEHN MHOBALMMK, BOAEHN OT BMonoaobHM NneKkapcTsa, 3a
Tepanuun, noaobpABaLM KUBOTA.

e CTMmynupaHe HA WHAYCTPUANHATA YCTOMYMBOCT U N106aNHOTO /IMAEPCTBO:
EBponeickMAaT cekTop Ha 6uonogobHuTe nekapctBa Europe’s biosimilar sector e
KpalbrbleH KaMbK Ha BMOTEXHONOTMYHATA MKOHOMMKA HA KOHTMHEHTA. 3aKOHBT 3a
buotexHonormmTe npepgnara 12-mecevyHo yabaKaBaHe Ha CpPOKa Ha AeicTBMe Ha
cepTudUKaTMTE 3a AONbAHUTENHA 3awmTta (SPC) 3a pedepeHTHU OBMONOTUYHU
Nnekapcrtea. ToBa cnepBa Aa 6bae OTXBbPAEHO, Tbi KATO Le ce 0Tpa3n 3HAYUTENHO U
oTpuuaTesIHO Bbpxy dapmaueBTUYHUTE OtogKeTn. 3akoHogaTenute Ha EC umat
YHUKANHaTa Bb3MOXHOCT Ja OCUTYPAT  KOHKYPEHTHOTO  NpeaMMCTBO  Ha
61MononobHMUTE NeKapcTBa, HacbpyaBalikM CTabUAHU MHBECTUUUM B NPOU3BOACTBEHMU
TEXHONOTMM OT CNeABallo MOKOJIeHME 4Ype3 CTpaTermyeckn MPOEeKTU U LeneBo
dVHaHCcMpaHe, HO Cblo M Ype3 nogobpeHn pasnopendbm 3a ocsoboxkgasaHe oT SPC
3a NPOW3BOACTBOTO, M OCUTypABAMKW ycToMuMBa, AunBepcuduumpaHa Bepura 3a
[0CTaBKM 3a B bbaeLle.

Christine Berndt,, npeaceparten Ha cekTopHaTa rpyna 3a 6uonopo6bHu nekapcrtBa B
»J1ekapcrBa 3a EBpona“, 3aasu: ,[Ipedu 0sadecem 200uHU Espona npomeHu napaduemama
Ha buosoecu4yHama meduyuHa ¢ 00obpssaHemMo Ha Mbpsomo 6uonodobHo nekapcmeo. LHec
HUe He camo [Mpa3Hysame mMpPAaHCGopMupau,omo ev3delicmseue 8bpxy 00CMbBNA HA
nayueHmume u pesyamamume; HUe CbU0 MaKa ce aHzaxcupame 0a ogpopmum 6voeuwemo.
C npedcmoawama 8vsHa om 6uonodobHU neKapcmed, Hawama Mucus e AcHa: mpsabesa 0a
npoovaAxcum 0a mpaHchopmupame Ha4yuHa, no kKolmo npedocmassame epuxcu. Ypes
onpocmsasaHe Ha peaynayuume, pegopmupaHe Ha obujecmeeHume rnopwvyKuU, 3aCuUs8aHe HA
na3apHama KOHKYpeHuua U uHeecmupaHe 8 esponelickama 6uomexHon102U4YHA
eKkocucmema, Hue we sapaHmupame, 4e ,npedumcmsomo Ha buonodobHume nekapcmsa”
we npoovaxcu 0a ocuaypasa HecpasHUM 00CMbIl, UKOHOMUYECKA ycmoliyusocm u no-0o6pu
30pasHuU pe3ynmamu 3a 8ceku esponelicku nayueHm.”

Adrian van den Hoven,, reHepaneH aupekTop Ha ,JlekapctBa 3a EBpona“, KomeHTupa:
»30KOH®M 30 bUuoMexHos102uUMe e 8b3MoXHocmma Ha Eepona da 3anasu ceosA ueHmMbvp 3a


https://www.medicinesforeurope.com/wp-content/uploads/2026/03/FOOTPRINT-Biotech-Act-factsheet.pdf
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buonodobHU rneKapcmea HA KOHKYpeHmeH ceemoseH na3ap. Espona e nuoHep 8
npouszeodcmeomo Ha 6uonodobHU nekapcmea U ece owe npedcmasnssa Hali-eonemus
nasap ¢ 47% om ceemosHume npodaxbu. 3a 0a ocmaHe KOHKypeHmocrnocobeH, 3aKOHbM
mpabea 0a ocusypu ueneHAcovyeHU cpedcmsed 3ad npou3soocmseo Ha 6uonodobHu
aekapcmeaa u ycmolivusu nasapHu pegopmu. Cpokbm Ha eanudHocm Ha C3 He mpsbea da
ce yovaxasa caed HacmoAawume obwo 15,5 eoduHu, muvii kamo Espona seye uma Hal-
Ovbsl2ama pamKa 30 UHMesnekmyanHa cobcmeeHocm 6 ceema. CA3 we cmpysa Ha
30pasHUMe cucmemu MUAUApPOU e8po BCAKA 200UHA, KOUMO 30pasHume cucmemu He
moaam 0a cu no3eonaam.”

U3TOUHMUM:
e Factsheet series on the Biotech Act

e Key BIOS Facts and Figures - 2025
e Biosimilars in the EU: Approval Overview and Therapeutic Areas

KoHdepeHumnaTa 3a 6uonoaobHu nekapcrea 2026 (BIOS26) ce nposexaa gHec B AMcTepaam
n cbbupa nuaepu B 3apaBHaTa 06LWHOCT, NOAUTUKATA, UHAYCTPUATA M aKaAEeMUYHUTE CPpean,
3a fla npoyyaT cnejBaliaTa Bb/IHA OT Bb3MOXKHOCTM 3a 6bMonoazobHu nekapctea. Noseue
MHbOpMauma 3a cbbutneTo BIOS26 MOXKeTe ha Hamepute Ha
https://www.medicinesforeurope.com/events/bios26/.

JNlekapctBa 3a EBpona (Mpegu ETA, uniito uneH e BlMPapmA), npeacrasnasa eBponenickuTe
OTpac/An 3a reHepuyHu, 6MonoaobHU NeKkapcTBa M NeKapcTBa ¢ gobaBeHa CTOMHOCT,KOUTO
OCUTYPABATBUCOKOKAYECTBEHM NEKAPCTBA HAa KOHKYPEHTHW LEHW 32 MUJIMOHU €BPOMNEencKu
naumeHTw.

OpyKecTBaTa, npeacraBnaBaHM oT ,JlekapctBa 3a EBpona“, ocurypasaT 6am3o 190 000
KBannuumnpaHm paboTHM mecta B EBpona u umHBectupaTr Ao 17% ot obopota cu B
WHBECTMUMM B Hay4yHOM3CNe[oBaTes/iCKa MU pa3BOiMHa AeNHOCT. BusuAta Ha eBponeinckute
NPON3BOAUTENN HA reHepUYHN 1 BnonogobHN nekapcTea e Aa ce OCUTypu YCTOMYMB 40CTbN
00 BUCOKOKAYeCTBEHW N1EKAPCTBA 3a BCUYKM €BPOMNENCKM NALMEHTH, Bb3 OCHOBA HAa 5 BaXKHM
cTbnb6a: NauMeHTH, Ka4ecTBo, CTOMHOCT, YCTOMYMBOCT M NAapTHbOPCTBO.
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The Biosimilar Advantage: Powering patient access and industrial resilience

For Immediate Release, available online here.
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Brussels, 7 May 2026

Marking the 20th anniversary of the world’s first biosimilar launch (somatropin) in Europe,
global pharma and healthcare leaders are gathering today for the BIOS26 conference. The
message is clear: the EU Biotech Act should foster stronger European resilience to translate
proven value into broader access and better outcomes for patients.

As the industry looks toward the next decade, the conference highlights four imperatives:

Europe has led the world in biosimilar policy and now it must lead again in
shaping the environment for the next-generation biosimilar medicines through
the EU Biotech Act. Twenty years after the first biosimilar somatropin was
launched in Europe, biosimilar medicines have become a clear example of how
smart pharmaceutical policy can expand access, improve affordability and
support healthcare sustainability. With a new wave of next-generation biosimilar
medicines on the horizon, Europe has a strategic opportunity to ensure that
patients, healthcare systems and the biotech economy fully benefit from the next
era of biological medicines.

Reshaping market policies and care delivery for improved patient outcomes.
Moving beyond purely financial metrics, the next phase of biosimilar policy must
prioritize patient outcomes as the ultimate success indicator. By improving
pricing and procurement practices and leveraging the efficiencies gained through
biosimilar use, healthcare systems must implement structured triggers for the
evolution of treatment paradigms, care pathways, including biosimilar-first
policies, benefit-sharing schemes and reinvestment strategies, ensuring that
freed-up budgets are redirected to enhance patient services and reduce the
burden of chronic, non-communicable diseases.

Modernizing regulatory frameworks to unlock innovation: To maintain global
leadership, the EU must evolve our regulatory science implementation. A major
milestone has been reached by EMA comparative clinical efficacy study
requirements — yet more can be achieved in Europe and globally to design
convergent, fit-for-purpose approaches. By streamlining processes, the
availability of the next wave of biological medicines can be de-risked and
accelerated, ensuring that the regulatory environment fosters, rather than
hinders, the rapid deployment of biosimilar-led development and manufacturing
innovation for life-enhancing therapies.

Driving Industrial Resilience and Global Leadership: Europe’s biosimilar sector is
a cornerstone of the continent’s biotech economy. The Biotech Act proposes a
12-month extension of the Supplementary Protection Certificates (SPC) for
reference biologic drugs. This should be rejected as it will significantly and
negatively impact pharmaceutical budgets. EU legislators have a unique
opportunity to secure the biosimilar competitive advantage, encouraging robust
investment in next-generation manufacturing technologies, via strategic projects
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and dedicated funding, but also through improved SPC-manufacturing waiver
provisions, and ensuring a resilient, diversified supply chain for the future.

Christine Berndt, Chair of the Biosimilar Medicines Sector Group at Medicines for Europe,
stated:

"Twenty years ago, Europe changed the paradigm of biological medicine with approving the
first biosimilar. Today, we are not just celebrating the transformative impact on patient
access and outcomes; we are also committing to shaping the future. With the next wave of
biosimilar medicines on the horizon, our mission is clear: we must continue to transform how
we deliver care. By simplifying regulations, reforming procurement, enhancing market
competition, and investing in the European biotech ecosystem, we will ensure that the
‘Biosimilar Advantage' continues to deliver unparalleled access, economic resilience, and
better health outcomes for every European patient."

Adrian van den Hoven, Director General of Medicines for Europe, commented: “The
Biotech Act is Europe’s opportunity to retain its Biosimilar hub in a competitive global
market. Europe pioneered biosimilar medicines and still represents the largest market with
47% of global sales. To remain competitive the Act must deliver on targeted funds for
biosimilar production and sustainable market reforms. Intellectual property (SPC) should not
be extended beyond the current total 15.5 years as Europe has already the longest IP
framework in the world. An SPC will cost healthcare systems billions of euros every year that
healthcare systems cannot afford.”

Resource hub

e Factsheet series on the Biotech Act
e Key BIOS Facts and Figures - 2025
e Biosimilars in the EU: Approval Overview and Therapeutic Areas

The Biosimilar Medicines Conference 2026 (BIOS26) takes place today in Amsterdam,
bringing together leaders in the healthcare community, policy, industry, and academia to
explore the next wave of opportunities for biosimilar medicines. More information on the
BIOS26 event can be found at https://www.medicinesforeurope.com/events/bios26/.

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
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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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