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MpeccbobuieHune

Komucuarta no obuwecreHo 3apase SANT aaBa NpMOpPUTET HA KOHKYPEHTOCNOCOOHOCTTA Ha
Npou3BOACTBOTO B MPOEKTOA0K/NaAa OTHOCHO 3aKOHa 3a KPUTUYHUTE NIeKapcTBa

[doknagumkbT Ha EBponenickna napnameHT Tomucnas COKon npencTaBu CBOA MPOEKT Ha
poknag, - draft report Ha 01.09.2025 r. OTHOCHO 3aKoHa 3a KPUTUYHMTE SIeKapcTBa npeg
KomucusaTa no obuiectseHo 3gpase (SANT).

[oKknagbT npu3oBaBa 3a NoaobpsBaHe Ha KOHKYPEHTOCNOCOOHOCTTa Ha dapmaueBTUYHMUA
npounsBoactBeH cektop B EC u no-gobpa KoopauHauMa Ha pes3epBHUTE 3anacu KaTto
OOMbAHUTENHM Lean Ha PernameHTa. Tol CblLLO Taka paswmpaBa obxBaTa Ha 3aKoHa, KaTo
paswmnpaBa onpeaesieHMeTO 3a IeKapCTBEH MPOAYKT OT 06l MHTepec M npasu rnasaTa 3a
WHBECTUUMUTE MPUIOKMMA M 33 TAKMBA NEKAPCTBEHM MNPOAYKTU, KAKTO M 3@ KPUTUYHMU
NeKapcTaa.

»JlekapcTtea 3a EBpona“ e aHraxkupaHa cbc 3gpaBHaTa curypHocT Ha EBpona u noakpens
3aKOHa 3a KPUTUYHUTE NleKapcTBa. [POeKTbT Ha AOKAag Ha lMapnameHTa ce OCHOBaBa Ha
npeanoXxeHneTo Ha KomucusaTa 3a M3ACHABAHE HA 3HAYEHMETO Ha conmAaapHocTTa Ha EC 3a
CKNafAMpaHeTo, 3a NOAKPeNa Ha NoBeye MHBECTULUKN B Npon3BoacTBoTo B EC 1 3acunBaHe Ha
KpUTEpMUTE 3a CUTYPHOCT HA [0CTaBKUTE MPW 3aKynyBaHe Ha NeKapcTBa. PernameHTwbT
cnepBa fa 6bae AONBAHUTENHO 3aCKAEH, 33 Aa Ce rapaHTUPa CUTYPHOCTTa Ha AOCTaBKUTE 3a
BCUYKM NeKapcTBa B cnncbka. Camo 40% OT nekapcTBaTa Ha obwma ¢papmauesTMyeH nasap
npeMmnHaBaT npe3 obLecTBEHN MOPBYKM U AOKATO 33 KPUTUUYHWUTE NEKApCTBa € BEPOATHO
undparta ga HapacHe 4o okono 50%, T KaTo LeHOO0b6pa3yBaHETO M Bb3CTAHOBABAHETO HA
pasxoamuTe He ca 33a4b/KUTENIHA 4YacT OT HaUMOHaNHUTE NaHOBE 33 MNOAKpena Ha
CUIYPHOCTTA HAa A0CTaBKUTE, 3aKOHBT He yCnABa Aa pa3rneia NoNoBMHATa OT IeKapcTeaTta B
CNUCBHKA. 3aKOHDBT 3a KPUTUYHUTE IeKapcTBa TpAbBa Aa BKAKOYBA KPUTEPUM 3@ CUTYPHOCT Ha
[OCTaBKMTE, KAKTO B MONUTUKMTE 3a OOLLECTBEHM MOPBYKM, Taka M B MNOAUTUKUTE 3a
LueHoobpasyBaHe N Bb3CTaHOBABAHE HA Pa3xoauTe.

[oKNagbT CbLo TaKa:

e 3acuiBa NoAKpenara 3a NPou3BOACTBOTO C Pery/iatopHa, agMUHUCTPATUMBHA M TEXHMYECKA
noAaKpena v obcnyKBaHe Ha eaHo rUle 3a onpeaensHe U GUHAHCUPaHe Ha CTpaTerMyecku
MPOEeKTW.


https://www.europarl.europa.eu/doceo/document/SANT-PR-775742_EN.pdf

e T[losAcHABa, 4Ye AbpKaBuTe uUNeHKM U KomucusaTa cnepgBa  fa  rapaHTmMpar, ue
3aKOHOAATe/ICTBOTO B 06/1aCTTa Ha OKONIHATa cpefa M XMMWKaAUTE HAMA HenpeaBUAEHM
nocneauum 3a HaIMYMETO Ha KPUTUYHU N1EKAPCTBa.

e Haarpaxaa BbpXy MepKMTE 3a CUTYPHOCT Ha A0CTaBKUTE Ha Ma3apuTe Ha NeKapcTBa, KaTo
Hasara TbproBe C MHOMKECTBO NevyenvMBLIM WU HAacOKM Ha KomucuaATa 3a npunaraHeto Ha
HELLeHOBM KPUTEPUK, KAKTO U NpepasriexgaHe Ha MepKUTe 3a orpaHMyaBaHe Ha pasxoauTte
B HaUMOHa/NHWUTE MOJIMTUKM 33 LeHoobpasyBaHe M Bb3CTAHOBABAHE Ha pa3xoguTe, KOUTO
NMPUYNHABAT KOHCONMAALUMA HA UHAYCTPUATA U HEAOCTUT.

¢ [lpn3oBaBa 3a NO-rOAAM KOHTPOJI BbpXy HAUMOHANIHOTO CKNaaupaHe, ypes pasnopep,614
OTHOCHO CKN1aAMnpPaHETO, BKAKYUTETHO NO-CTPOTrM U3NUCKBAHUNA 3a CONMNAAPHOCT, PEry/1atopHa
MBKABOCT, Ha6l'|l0,£l|eHl/Ie Ha HMBATa Ha 3anacuTe oT KomucmAta m pPenoBHO AOKNagBaHe OT
AbpXKaBUTe YAeHKN.

e YKpenBa MeXxAyHapoAHMUTE NapTHbOPCTBA, KAaTO M3UCKBA OT KomucmATa pa oOueHu
Bb3MOXKHOCTTA 3a BK/IlOMBaHE Ha pa3nope,u,6v1 3a 34paBHa CUTYPHOCT B CNOPaA3yMEHUNATA 34
CBO60,CI|H3 TbprosnMa w“ noakpenAa CTpaHWUTeE B MNpouec Ha npucbeaMHABAaHE B TOBa
OTHOLWeEHWne.

NekapcTtsa 3a EBpona (Mpeau ETA, uniito uneH e bIr'dapmA), npeacrasnasa eBponenckute
OTPac/in 3a reHepuyHU, bonoaobHM NekapcTBa M 1eKapcTBa ¢ AobaBeHa CTOMHOCT,KOUTO
OCUTYPABATBMCOKOKAYECTBEHM NEKAPCTBA HA KOHKYPEHTHU LLEHWN 33 MUIMOHU €BPONENCKN
nauueHTn.

Opy»ecTBaTa, npeacrasinaBaHu oT ,,JlekapcTtea 3a EBpona“, ocurypsasat 61130 190 000
KBaAndumumnpaHn paboTHM mecTa B EBpona un nHeectmpat 4o 17% ot obopoTa cu B
WMHBECTUUMM B HAY4YHOU3CNEL0BATE/ICKA U PA3BOMHA AEMHOCT. BU3nATa Ha eBponenckute
NPOU3BOANTENM HA FeHepPUYHN 1 BonoagobHN NeKapcTBa e Aa ce OCUIYPU YCTOMYUB A0CTbN
0,0 BUCOKOKQYeCTBEHM IEKAPCTBA 3a BCUUKM €BPONENCKM NALMEHTH, Bb3 OCHOBA Ha 5 BaXKHU
CTbnba: NauneHTHn, Ka4yecTBo, CTOMHOCT, YCTOMYMBOCT M NAPTHLOPCTBO.
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SANT Committee prioritises manufacturing competitiveness in draft report on the Critical
Medicines Act

Brussels, 01 September 2025

Available online here

Today, the European Parliament’s Rapporteur Tomislav Sokol presented his draft report on
the Critical Medicines Act to the Committee on Public Health (SANT).


https://www.europarl.europa.eu/doceo/document/SANT-PR-775742_EN.pdf
http://www.medicinesforeurope.com/wp-content/uploads/2025/09/Medicines-for-Europe-press-release-SANT-report-Critical-Medicines-Act-1-September-2025.pdf.pdf

The report pushes strongly to improve the competitiveness of the EU pharmaceutical
manufacturing sector and better coordination of contingency stocks as additional objectives
of the Regulation. It also expands the Act’s scope by broadening the definition of medicinal
product of common interest and making the Investments Chapter also applicable to such
medicinal products, as well as to critical medicines.

Medicines for Europe is committed to Europe’s health security and supports an ambitious
Critical Medicines Act. The draft Parliament report builds on the Commission proposal to
clarify the importance of EU solidarity for stockpiling, to support more investment in EU
manufacturing and to strengthen security of supply criteria in medicine purchasing. The
Regulation should be further strengthened to ensure that security of supply is ensured for all
medicines in the list. Only 40% of medicines in the general pharmaceutical market go
through procurement and, while for critical medicines it is likely that the figure rises to
around 50% by not making pricing and reimbursement a mandatory part of national plans
supporting security of supply, the Act fails to address half of the medicines in the list. The
Critical Medicines Act must include security of supply criteria in both public procurement
and pricing and reimbursement policies.

The report also:

e Strengthens support for manufacturing with regulatory, administrative and
technical support and a one-stop-shop for the designation and funding for strategic
projects.

e C(larifies that Member States and the Commission should ensure that environmental
and chemical legislation do not have unintended consequences for the availability
of critical medicines.

e Builds on security of supply measures in medicine markets by mandating multi-
winner tenders and Commission guidelines for the application of non-price criteria
as well as the revision of cost containment measures in national pricing and
reimbursement policies which cause industry consolidation and shortages.

e Calls for more control over national hoarding through provisions on stockpiling,
including stricter solidarity requirements, regulatory flexibility, monitoring of stock
levels by the Commission, and regular reporting by Member States.

e Strengthens international partnerships by requiring the Commission to assess the
possibility of including health security provisions in free trade agreements and
supporting accession countries in this regard.

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
www.medicinesforeurope.com and on X @medicinesforEU.
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