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MpeccbobLieHune

MHAaycTpuaTa ce 06eamuHABA 32 cMen 3aKOH 32 KPUTUUHUTE JIeKapCcTBa, KOUTO AaBa
NPUOPUTET Ha CUFYPHOTO CHabaABaHe C IeKapCTBa 3a NauMeHTUTe

Bprokcen 24.09.2025

Mpe3 nocnegHoTo Aecetnnetne EBPONemcKMAT Cblo3 ce CONBCKBA C HAapacTBaLLM OnaceHuA
OTHOCHO Ha/IMYHOCTTa Ha JIeKapCTBa M aKTMBHM dapmaueBTUYHM CbCTaBKkM (API), Kato
HeJOCTUIbT Ha JleKapCTBa Ce MpeBpblWwa B cucTemMeH npobnem, KOWTO 3ansawBsa
06LLecTBEHOTO 34paBe M YCTOMYMBOCTTA Ha 34PaBHUTE CUCTEMU B AbPXKABUTE UNEHKMU.
dakTopuTe, AONPUHACALLM 33 TO3M HEAOCTUI, Ca OBWIMPHU U CNOXKHMK, a KpusaTa ¢ Covid-19,
reonoNMTUYECKOTO HanpeXXeHue, CbyeTaHo C MHPNALMATA, 3acuieHaTa 3aBUCMMOCT OT
Manbk 6poii AOCTaBUNLM/PEIMOHN U 3aCUEHUAT LEHOBM HATMUCK 3acMNBAT AMUCKycUATa 3a
CUTYPHOCTTA Ha papMaLeBTUYHNTE JOCTABKM.

M3Kas3Balkm ce B EBponeiickuAa napnameHT, Ha cneumanHo CcbbUTUE, OpraHU3MpPaHoO OT
eBpoaenyTtata Tomislav Sokol, (EPP) n eBpoaenytata Vlad Vasile-Voiculesc (RE), nngepute B
34 paBEeONasBaHeTO CMnoAesiMxa CBOATA BWM3MA 3@ BU3MOHEPCKM 3aKOH 3@ KPUTUYHUTE
IeKapCTBa, AO0KATO 3aKOHOZATENHUAT Mpouec NpoabaKasa. 3akoHbT 6u TpaAbBano Aa
no3sonun Ha EBpona ga nocTMrHe oTBOpeHa cTpaTernyecka aBTOHOMUA B 34paBeoNa3BaHETo
M Aa CTUMyAMpa CTabuaHUTe AOCTaBKU HA aKTUBHU papmaueBTUYHM CbCTaBKM M NeKapcTBa
3a NayueHTuTe.

3a Aa Cce NoCTurHe T10Ba, 3aKOH®BT 33 KPUTUHHNTE NNEKAPCTBA Tpﬂ6BaI

e [la BKNOYBA 33aAb/IKUTE/HN HELLEHOBU KPUTEPWUM, KAaTO CUTYPHOCT Ha AOCTaBKUTE WK
COLUMANIHU U EKOJIOTUYHW CTaHAapTM Npu ObLLEeCTBEHUTE MOPBYKKU, UM Aa noaobpssa
NPaKTUKUTE 33 OOLLEeCTBEHM MOPBYKKU, Ype3 OCUrypsaBaHe Ha noaxogdAwM CPOKoBe 3a
M3MbAHEHNE, MUHUMANHU KOZIMYECTBA, KaKTO U TbProBe C MHOMKECTBO MeYenmBLUM, KbaeTo e
YMECTHO

e [la npunara UANOCTEH NOAXOA B HaUMOHANHWUTE NNAHOBE, KaTO BKKOYBA O6LL|,€CTBeHM
NOPDBYKU, KaAKTO WU u,eHoo6pa3yBaHe M Bb3CTaHOBABaAHE Ha pasxoam W APYyrn MEPKU,



MPUIOKMMM 33 KPUTUYHM NEKApPCTBA, KATO MEPKM 33 OrpaHMYaBaHe Ha pasxoamTe,
3aMpa3fBaHe Ha LLeHUTe U 3a4b/IKEeHMA 3a CbXpPaHeHWe Ha 3anacu.

e [la ocurypsBa CTabWAHO MaAPTHbOPCTBO 3@ CUIYPHOCT Ha MHBecTUuuuTe Mmexay EC,
ObpXKaBUTE-YNEHKU U UHAYCTPUATA 338 WMHBECTUpPaHe B MPOM3BOACTBOTO Ha JieKapcTBa u
aKTMBHWM ¢dapmaueBTMYHM cbcTaBkM (APl): ToBa cnepBa Aa MMa 3a Len yBeAM4YaBaHe Ha
NPOM3BOACTBEHMA KanauuTeT, MOAEpPHU3MpPaHe Ha CbluecTByBalWMTe MNPOU3BOACTBEHMU
NAOLWaAKN 1 pa3paboTBaHe Ha HOBM MHOBATMBHU NPOU3BOACTBEHM TEXHOIOTUN.

e MoBeye conmgapHocT Ha EC no OTHOWeEHWe Ha cTpaTerMyeckute pesepsn Ha EC u
HaUMOHaNHWUTE MaHAATV 3a CKAagupaHe, 3a Aa Ce rapaHTMpa, Ye AOCTbMbT Ha NauueHTuTe
00 NeKapcTBa MMa NpeaMmMCTBO npes, HaTPYNBaHETOo B C/lyyYald Ha He4OCTUT Ha IeKapcTea.

UnTatm

Bork Bretthauer, uneH Ha U3nbaHUTENHMA KOMUTET Ha ,JlekapcTea 3a EBpona“ un reHepaneH
anpektop Ha ProGenerika: ,OT roguMHu 3Haem, 4Ye HeEYCTOMYUBUTE LEHOBWU MOJUTUKM,
npuaaraHn KbM nekapcTBa 6e3 naTeHT, ca BAOWWAN BEpUTUTE 33 AOCTAaBKM HA NEKapCTBa U
ca gosenun po Hepgoctur. Camo 3a ga gam npumep, onpeaeneHa AHeBHa A03a JIEKApCTBO B
lepmaHua cera e cpegHo 0,06 espo*. Cera e MOMeEHTHT A3 06bpHEM Tasu Hagnpesapa C
ambuumo3seH 3aKOH 3a KPUTUYHUTE NieKapcTBa. HagAaBam ce Aa BMAA KaK 3aKOHDBT yKpensa
reHepuYHUTE NeKapcTBa, ype3 3a4b/IKUTENHU HeLeHOBU KPpUTEepUU B TbProBeTe, KAKTO U
ype3 BK/KOYBAHE Ha MOAUTUKM 3a LeHOoOobpasyBaHe M Bb3CTAHOBABAHE Ha pasxoguTte B
HaUWOHaNHWUTE NNaHOBe 3a Cb3[aBaHe Ha 34pPaBOC/AOBHA KOHKYPEHLMA, MKOHOMMYEecKa
YyCTOMYMBOCT, NasapHa ctabunHocTt n npeasugmmoct. OcBeH ToBa, A0bpuTe HaMepeHUs Ha
Esponeickata Komucma Tpabsa ga 6bAaT OTpaseHM B HALMOHANHATA NOAMTUKA. 33 Aa ce
3aCM/IN CUTYPHOCTTA HA AO0CTaBKMTE, Ce Hy)Xgaem OT BCceobxBaTHA M XapMOHW3MpPaHa
cTpaterna.”

Maggie Saykali, anpektop Ha EFCG: ,,Hannumneto Ha nekapcTBa € OT pelaBallo 3HA4YeHMe 33
NOAAbP)KAHETO Ha YCTOMYMB CTAHOAPT HA 34paBeonasBaHe 3a BCUMYKM €BPOMENCKM
rpax4aHu W npeaoTeBpaTABAHETO Ha MNPeKoMepHO HaToBapBaHe Ha HawuTe 34paBHU
cuctemu. Ypes ykpensaHe U NnodKpena Ha MecTHUTe NPOU3BOACTBEHN KanauuTeTu No uanarta
Bepura Ha goctasku, EC moxe aa Hamanm 3aBUCMMOCTTA CU OT APYrM PEermoHn U Aa ocurypm
HenpeKkbCHaT AOCTbM A0 OCHOBHW NeKapcTBa 3a NauueHTUTe. 3aKOHBT 3@ KPUTUYHUTE
JIeKapcTBa NpeaocTaBA YHWKA/NHA Bb3MOXKHOCT 3a EC aa npunoxun ambuumMo3HU MepKM 3a
YKpenBaHe Ha CTpaTernyeckata CM aBTOHOMHOCT. TpabBa Aa AeicTBame 3aefHo, 33 Aa
M3rpagum HaZexgHa M OpueHTMpaHa KbM Obaewieto Bepura 3a AOCTaBKM Ha OCHOBHM
NIEKApPCTBA U TEXHUTE K/IKOYOBMU CYPOBUHU, B UHTEPEC Ha BCUYKM nauneHTn B EC.“

Nathalie Mol, reHepaneH gupekTop Ha EFPIA: ,,3aKOHBT 32 KPUTUYHUTE /IEKApPCTBa NOKa3Ba
peaneH MMNyAC 3a AeNCTBME MO OTHOLIEHWE HA HeAOCTUra U HWe MoAKpenAMe Tasu uen.
[ob6aBAHETO Ha CNOXKHOCT M aybanpaHe Kbm Beye pparmeHTUpaHa cuctema obave HAMa Aa
ocurypm ycrtoumsoct. EBpona Beye rybu nosmumm B rnobanHnTe Hay4HOU3CNe40BaTENCKMN U
Pa3BOMHM [ENHOCTM W HE MOMKEM Ja CUM MNO3BOIMM MONUTUKM, KOWUTO OTOABCKBAT
MHBECTULMUTE. 3aKOHBT LWe 6bae Bb3MOMKHOCT CaMO aKO € OCHOBaH Ha pPUCKa,
NMPONOpPLMOHANEH U CbobpPa3eH CbC CbLLECTBYBALLMTE NPaBuaa. TOBA, OT KOETO Ce HyXAaem,



ca npeaBuaMMM  MEPKWU, KOMTO 3acuiBaT  KOHKYPEHTOCNOCOOHOCTTa, noAaKkpenaTt
MPOM3BOACTBOTO M M3rpaxKaaT HaZeXAHU MeXAYyHapoAHU NapTHbOPCTBA, 33 A Ce OCUTYpU
HenpeKkbCHaT NOTOK OT JIeKapCcTBa KbM naumeHTuTe.”

*https://www.progenerika.de/en/topics/security-of-supply/supply-shortages

JNlekapcTtBa 3a EBpona (Mpeawn ETA, unitto uneH e BIrdapmA), npeactasnssa eBponenckuTe
OTpPac/n 3a reHepnyHK, bonoaobHM NekapcTBa M NeKapcTBa ¢ AobaBeHa CTOMHOCT,KOUTO
OCUTYPABATBMCOKOKAYECTBEHM 1EKAPCTBA HA KOHKYPEHTHU LLEHWN 33 MUJIMOHU €BPONENCKN
nauneHTwn.

Opy*ecTBaTa, npeacrasinaBaHu oT ,,Jlekapctea 3a EBpona“, ocurypsasat 6130 190 000
KBannduUmnpaHu paboTHM mecTa B EBpona 1 nusectupat Ao 17% ot obopoTta cu B
WHBECTUUMM B HAY4YHOU3CNEL0BATE/ICKA U PA3BOMHA AEMHOCT. BU3nATa Ha eBponenckute
NPON3BOAUTENMN HA FreHepPUYHU 1 BonogobHN NeKapcTBa e Aa ce OCUTYPU YCTOMUUB A0CTbN
0,0 BUCOKOKQYECTBEHM IEKAPCTBA 3a BCUUYKM €BPONENCKM NALMEHTH, Bb3 OCHOBA Ha 5 BaXKHU
cTbn6a: NaumMeHTH, Ka4ecTBo, CTOMHOCT, YCTOMYMBOCT M NAPTHbOPCTBO.
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Press release:

Industry unites for a bold Critical Medicines Act that prioritises secure supply of medicines
for patients

Brussels, 24 September 2025

Over the past decade, the European Union has faced increasing concerns regarding the
availability of medicines and APls, with medicines shortages becoming a systemic issue that
threatens public health and the resilience of health systems across Member States. Factors
contributing to these shortages are vast and complex, and Covid-19 crisis, geopolitical
tensions combined with inflation, increased dependency on a small number of suppliers /
regions and increased pricing pressures have accentuated the discussion on security of
pharmaceutical supply.

Speaking today in the European Parliament, at a dedicated event hosted by MEP Tomislav
Sokol, (EPP) and MEP Vlad Vasile-Voiculescu (RE), health leaders shared their vision for a
bold critical medicines act, as the legislative process continues. The Act should enable
Europe to achieve open strategic autonomy in healthcare and boost stable supply of API’s
and medicines for patients.

To achieve this, the Critical Medicines Act must:

¢ Include mandatory non-price criteria such as security of supply or social and environmental
standards in procurement, and improve procurement practices by ensuring appropriate lead
times, minimum quantities, as well as multi-winner tenders, where appropriate


https://www.progenerika.de/en/topics/security-of-supply/supply-shortages

e Implement a holistic view in national plans, by including procurement as well as pricing
and reimbursement and other measures applicable to critical medicines such as cost-
containment measures, price freezes and stockholding obligations.

e Ensure a robust investment security partnership between the EU, Member States and
industry to invest in medicine and active pharmaceutical ingredients (API) production: this
should aim at increase manufacturing capacity, modernise existing production sited and
develop new innovative production processes technologies.

* More EU solidarity on strategic EU reserves and national stockpiling mandates to ensure
that patient access to medicines takes precedence over hoarding in the event of a medicine
shortage.

Quotes

Bork Bretthauer, Executive Committee member of Medicines for Europe and Director
General of ProGenerika: “For years, we have known that unsustainable pricing policies
applied to off patent medicines have aggravated medicines supply chains and led to
shortages. Just to provide an example, a defined daily dose of medicine in Germany now
averages at 0.06EUR1. Now is the time to reverse this race to the bottom trend, with an
ambitious Critical Medicines Act. | hope to see the act strengthen generic medicines by
mandatory non-price criteria in tenders, as well as including pricing and reimbursement
policies in national plans to create healthy competition, economic sustainability, market
stability and predictability. Furthermore, the European Commission's good intentions should
be reflected in national policy. To strengthen security of supply, we need a comprehensive
and harmonised strategy.

1 https://www.progenerika.de/en/topics/security-of-supply/supply-shortages/

Maggie Saykali, Director of EFCG: “The availability of medicines is crucial for maintaining a
sustainable standard of healthcare for all European citizens and preventing undue strains on
our healthcare systems. By bolstering and supporting local manufacturing capabilities
throughout the supply chain, the EU can reduce its dependency on other regions and ensure
uninterrupted access to essential medicines for patients. The Critical Medicines Act presents
a unique opportunity for the EU to implement ambitious measures to reinforce its strategic
autonomy. We must act together to build a reliable and future-proof supply chain of
essential medicines and their key inputs, in the interest of all EU patients.”

Nathalie Moll, Director General of EFPIA: “The Critical Medicines Act shows real momentum
to act on shortages, and we support that goal. However, adding complexity and duplication
to an already fragmented system will not deliver resilience. Europe is already losing ground
in global R&D and we cannot afford policies that push investment away. The Act will only be
an opportunity if it is risk-based, proportionate and aligned with existing rules. What we
need are predictable measures that strengthen competitiveness, support manufacturing and
build trusted international partnerships to keep medicines flowing to patients.”

About 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. 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 https://www.medicinesforeurope.com/ and on Linkedin and X
@medicinesforEU.

About EFGC

EFCG, The European Fine Chemicals group, represents the European manufacturers of Fine
Chemicals, Intermediates and Active Pharmaceutical Ingredients (APIs). Our members are
the backbone of the pharmaceutical supply chain, supplying its essential building blocks and
our vision is to help create a world where access to safe and good quality nutrients and
innovative medicines is guaranteed for all. We promote a fairer and safer environment for
future generations and we champion sustainable processes and enforced regulations that
deliver safe products and enhance growth, employment and environmental performance.
EFCG upholds the highest quality and safety standards in our industry and strongly
advocates for all companies producing and selling in the EU to be held to the same high
standard.

EFCG operates as a Sector Group within Cefic, the European Chemical Industry Council.
Founded in 1972, Cefic is the voice of large, medium and small chemical companies across
Europe, which provide 1.2 million jobs and account for 13% of world chemicals production.
About EFPIA

The European Federation of Pharmaceutical Industries and Associations (EFPIA) represents
the biopharmaceutical industry operating in Europe. Through its direct membership of 36
national associations, 39 leading pharmaceutical companies and a growing number of small
and medium-sized enterprises (SMEs), EFPIA’s mission is to create a collaborative
environment that enables our members to innovate, discover, develop and deliver new
therapies and vaccines for people across Europe, as well as contribute to the European
economy. Our vision is for a healthier future for Europe. A future based on prevention,
innovation, access to new treatments and better outcomes for patients.



