EBponeiicka komucusa - CbobueHmne 3a meguure

PdPUHaAHCOBO AOCTbLMNHU U 6e30onacHU NekapcTBa Ha pa3noJioXKeHue 3a
BCcuukun: Komucuarta npeacrasa ®apmMmaueBTuyHa ctpartermsa 3a EBpona

Bptokcen, 25 HoemBpun 2020 r.

OHec Komucmnara npme GapmaueBTnyHa cTpaterusa 3a EBpona, 3a ga rapaHTMpa Ha naumeHTUTe A0CTbN
A0 MHOBATUBHU M DMHAHCOBO AOCTbMHWN SleKapCcTBa M Aa OKa)xke nogkpena Ha KOHKypeHTocrnocobHocTTa,
KanauuTeTa 3a MHOBALMM N YCTOMYMBOCTTA Ha dapMaueBTMUHaTa npommwneHocTt B EC. CtpaTtermaTa
we no3sonn Ha EBpona ga nokpue ceomTe dapMaLeBTUYHU HYXAWN, BKIIOYUNTENHO N0 BpeMe Ha Kpusu,
ypes3 CoNuAHuM BepuUrn Ha gocrtaeka. CtpatervsaTa € OCHOBEH e/IeMeHT OT U3rpaxgaHeTo Ha eAuH no-
cuneH EBponelicku 3gpaBeH Cbto3, 3a KOWTO Npu3oBa npeacenatensat Ha EK Ypcyna ¢oH gep JlaileH B
CBOSITA pey 3a CbCTOoAHMETO Ha Chio3a, U Wwe CNoMOorHe 3a marpaxgaHeto B EC Ha dapMaueBTUYHaA
cucTeMa, KoaTo e OpueHTMpaHa KbM 6baeleTo u yCcTonunBa Ha Kpusu.

Llennte Ha ®apMaueBTUYHaTa cTpaTerus 3a EBpona ca 4yetnpu:

e [apaHTMpaHe Ha AOCTbMN Ha NauMeHTUTe 40 (PUHAHCOBO AOCTbIHMU JIEKApCTBa U
yOoOBNEeTBOpPSiIBAHE Ha BCe Olle HeyA0BNeTBOPEeHNTE MeANLMHCKN NoTpebHocTu (Hanp. B cdepaTa
Ha aHTMMUKpo6HaTa pPe3nCTEHTHOCT, OHKOJIOrMYHUTE 3a60oNaBaHusA, peakuTe 3a60nsiBaHKS);

e [loakpena 3a KOHKYPEHTOCNOCO6HOCTTa, MHOBAaTUBHOCTTA U YCTOMYUBOCTTA Ha
hapmaueBTMYHaTa NnpoMuneHocT B EC 1 3a pa3paboTBaHeTo Ha BUCOKOKa4YecTBeHU, 6e30MnacHMu,
edeKTUBHUN N NO-eKOJIOTMYHWN NIeKapCTBa;

o Flop,o6pﬂBaHe Ha MeXaHU3MNTe 3a TOTOBHOCT U peaKuusa Npun Kpuam u OEeNCTBUSA, HACOYEeHMU
KbM CUTYPHOCTTA Ha AOCTaBKUTE,

e CuneH rnac Ha EC Ha cBeTOBHAaTa cueHa — 4ype3 yTBbpXAaBaHe Ha BUCOKM CTaHAApPTU 3a
KayecTBo, E(bMKaCHOCT n 6e3onacHocT.

Bbnpeku ye cTpaTternaTa € MHOro NoBeYe OT MHCTPYMEHT 3a peakuus nNpu Kpusun, B HES Ca M3MO3BaHM
NMoyKuUTe OT MbpBOHaYaNHWUSA OTrOBOp Ha nNaHaemusTa oT COVID-19 v ypes Hea dapMaueBTUUYHUSAT
cekTop B EC nogo6psiBa roToBHOCTTa U U3APBIKJIINBOCTTA CHM.

B cTpaTerusaTa ca npeacTaBeHW KOHKPETHU AeNCTBUSA 3a rapaHTUpaHe Ha AOCTbMN, HAJIMYHOCT U
¢MHaHCOBaA AOCTbLMNHOCT Ha NIeKapcTBaTa. Ta noakpens AnBepcuduLUpPaHUTE U CUTYPHU BEPUTU HA
[lOCTaBKa, KOMTO rapaHTupaT OTBOpeHaTa cTpaTermyecka aBTOHOMHOCT Ha EC B cBeTa, M HacbpuaBa
€KOJTIOFMYHO YCTOMUYMBUTE (hapMaLeBTUUYHM NMPOAYKTU.

Ypes cTpaTermsaTa LWe ce rapaHTupa CbLWo Taka, ye apmaueBTMyHaTa nonmtmka Ha EC npoabsikasa Aa
CNy>XW Ha obuecTBeHOTO 34paBe B €4Ha HENPECTAaHHO NpOMeEH4ALWla Ce Cpeaa Ha HAayY4YHU U TbProBCKU
TpaHchopmauun. CtpaterusaTa we nogkpenss opueHTUpaHUTe KbM NaLMeHTa MHOBaLMM U Lie
oT4YnTa UMPPOBUTE U TEXHOJIOTUYHUTE NMPOMEHMN.

ETOo KkakBO 3assBMXa 4JieHOBeTe Ha KoJsiermyma Ha EK:

MNpencenatensat Ha EBponeickaTa koMmucus Ypcyna ¢poH aep JlaheH 3as8Bu: KopoHaBupycHara
rnaHAeMusi NoKasa KoJKO BaXHO € [1a YKPENnuM HaluTe 34paBHu cCUCTEMU. A TOBA BKJ1I0YBA AOCTbI A0
6e3ornacHu, e(heKTUBHU U BUCOKOKaYECTBEHM S1IeKapCTBa Ha AOCTbIHA LieHa. B To3u TpyaeH 3a
MKOHOMUKATa M 061ecTBOTO Ha EC MOMEHT ripuetata AHEC cTparterus iije 6bAe rapaHumns, 4e Espona um
eBporneiynTe e npoabaXaT Aa Ce NoaA3BaT oT TakmnBa j1ekapcTBa. [1Ipu3oBaBam AbpXXaBUTE YJIEHKN U
lMapnameHTa Aa npuemMar rnpeasaraHms noaxos, KoMUTo Aa ce rnpuaara rnpe3 caeaBalluTe Tpu rogmHu, a
u cneq ToBa.

3aMecTHUK-Npeaceaatensat Mapraputnc CXMHAC, KOMTO OTroBaps 3a YTBbPXK/AABaHETO Ha eBpOoNnenckms
HW HaYMH Ha XMWBOT, 3a8BU: EHeKTUBHUTE U 6€30MacHN 1eKapCcTBa, BaKCUHMU U TeEpanun Bede ca
riomMaranuv B MUHaA0TO Aa Ce CripaBuM C HAKOW OT OCHOBHUTE MNPpUYMHMU 3a 3a60/1€BaEMOCT U C
XunBoTO3acTpaluasaiy 60/1ectu. Tes3m npoayKTu e npoabaXxaTt Aa 6b4aT oT peLiaBaliljo 3HadyeHne 3a
ornasBaHe Ha 3/paBeTo v 671aronoslyYneTo Ha eBPONerCcKUTE rpaxAaaHu B TE3N TPYAHN BpEMEHaA.
lpeacTaBeHaTa AHEC CTpaterus rnomara Ha apmayeBTnyHaTa npoMuLLIIeHocT Ha EC fa npoAb/ixu 4a
€ KOHKYPEHTOCoCo6Ha U MHOBAaTUBHA W Aa YAO0BAETBOPABA NMOTPEO6HOCTUTE HA NALMUEHTUTE U HA
341paBHUTE HU CUCTEMU.


https://ec.europa.eu/health/human-use/strategy_bg
https://ec.europa.eu/info/strategy/strategic-planning/state-union-addresses/state-union-2020_bg

Ctena Knpuwakumay, KoMmcapsT rno BbNpoCUTe Ha 34 paBeONasBaHeETo N 6e30MacHOCTTa Ha XpaHuTe,

nogyepTa: /[Hec fasame CTapTt Ha ,aeVUICTBMFI, Upe3 KOUTo Aa rapaHtupamMme rnoCTtossHHOTO HaJindmne Ha

PUHaHCOBO AOCTbMHM 6€30MNacHU n eheKTUBHUN 1EKapCTBa 3a BCuYku naumeHTn B EC. Ypes

(DapMauesquaTa cTparerns 3a EBpona n3rvJiHABaMe aHra>xmMeHTa cu ga nsrpagum d)apMaueBTMqHa
cpega, KosITo € rogrorBeHa 3a 6bgeLerTo 1 OpueHTUpaHa KbM nayueHTa v B KOSITO rMPOMULLJIEHOCTTA Ha
EC moxe ga cb3gaBa nHoBauuu, 4a ce pa3BuBa v ga rnpogbsxasa ga 6bge cBeToBeH ngep. B 1a3n

cTparerns ce cv4bpika Hallata AbJ/irocpo4Ha B1U3nNs 3a OTBOPpEHa CcTpaterm4ecka aBToOHOMHOCT U
HalWndat OTroBop Ha AHEUWHNTE MNPpeAN3BUKATE/ICTBa U Ha yA3BUMUTE CTpaHU, KOUTO rpoJindaxa B
Kkpunzata ¢ COVID-19. []Hec narpaxaame ouje eanH oT CTbsiboBeTe Ha EBponeiickms 34paBeH Cbio3.

KoHTekcT

dapMaueBTMYHaTa cTpaTerus 3a EBpona 6enexu HayanoTo Ha Lsn eaAnH npouec, KOMTo BK/IHOYBA

aMbuumosHa nporpamMma OoT 3aKOHOA4AaTeJ/IHMU N He3aKoHoAaTeJ/IHMn AGVICTBMH, KOUTO LWe 3ano4yHat

npes cnegBawinTe roanHu.

OeictBuaATa we obxBawaTt usnaTta ekocucreMa Ha dapMaLeBTUYHUTE NMPOAYKTU, HO U HSAKOM acnekTu Ha

MeANLMHCKUTE usnenus. B ctpaternara ce TbpCsAT NOJI€3HN B3aUMOAENCTBUSA CbC 3eNeHUs NaKT U
HalwuTe AeNCTBUA Mo cTpaTternyecknsa noaxoa Ha EC kbM dapmMaueBTUYHUTE NPOAYKTU B OKOJSTHATa
cpeaa, 3a Aa ce HaManu eKoJIOMMYHUAT PUCK, C KOMTO Te ca CBbp3aHu, Aa Ce NpOTUBOAENCTBA Ha
3aMbPCABAHETO C OCTaTbL M OT apMaLEeBTUYHM NMPOAYKTU U Aa C€ HAacbp4yaBa MoO-eKo/0rMYHOTO

npousBoacTBo, ynotpeba n obesspexgaHe (gHec ce nybankyBa AoKNaabT 3a Hanpeabka; LINK). Ta e
CBbp3aHa U C njaHa 3a AENCTBME OTHOCHO MHTENEeKTyaHaTa CO6CTBEHOCT, KOMTO Ce NpeacTaBsa AHEC.

BopewuTte gencrems no CTpaTerndaTta BKJKOYBAT:

e [Ipepa3rnexaaHe Ha OCHOBHOTO 3aKOHOAATENCTBO B 06/1acTTa Ha hapMaLeBTUUYHMUTE NPoAYKTU*

(ueneBa gata 3a npeanoxeHue: 2022 r.) c orneag Ha ToBa paMKaTta Aa € OpUeHTUpaHa KbM
6baeweTo u aa 6GnaronpmaTcTBa MHOBaLUUTE;

e [peanoxeHune 3a OpraH Ha EC 3a peakuusa npu U3BbHpPEeAHM 34pPaBHM CUTyauun (NpeanoxeHue:

2-paTa nosoBuHa Ha 2021 r.);
e [IpepasrnexaaHe Ha pernamMmeHTUTE OTHOCHO MeanaTpuyHUTe JieKapcTBa U peakmnte bonectm

e 3anoyBaHe Ha CTPYKTypupaH AManor ¢ BCUYKM y4aCTHMULWN BbB (bapMaLl,eBTVI‘-IHOTO npon3BoacTtBO

n C BCNYKU I'IY6J'IVI'-IHVI OopraHun C uen yCcraHoBsaABaHeE Ha rnobanHute BEPUIN Ha AOCTaBKa 3a
neKkapctea OT KPpUTUYHO 3HAYEHNE U Od)OpMﬂHe Ha BapUWaHTUTE Ha MNOJIMTUKA 3a YKPENnBaHE Ha
HenpeKbCHATOCTTa U CUFYPHOCTTA Ha AocTaBkuTte B EC;

e CbTpyAHMYECTBO MeXAY HauWMOHANHUTE OpraHn OTHOCHO MONUTUKUTE 3a LeHU, nnawaHmns mn
obuecTBeHNn NMOPBYKKN C L EN (bMHaHCOBO Nno-AO0CTbIHMU, pa3XO,D,O€CbEKTVIBHVI nekapcrtea “
YCTOVIHMBOCT Ha 3paBHaTa CUCTEMAa,

e Cb3gaBaHe He cTabunHa undpoBa MHGPACTPYKTYpa, BKIKUNTENTHO NPpeasoXeHne 3a eBponemncko

NMpOCTPaHCTBO 3a 34paBHM AaHHM (LeneBa AaTa 3a npeanoxeHue: 2021 r.);

e [logkpena 3a Hay4YHUTe nscnensaHus, no-cneumanHo 4ypes ,XopusoHT 2020" n nporpamara ,EC B

noakpena Ha 3apaBeTo”;
e [leicTBMSA 3a Hacbp4aBaHe Ha MHOBaATUBHM noaxoan 3a HNP n obwectBeHn nopbykn B EC 3a

aHTMMVIKp06HM cpenctea U TEXHW anTeEpHaATUBM U MEPKU 3a OrpaHnyaBaHe U ONTUMU3UPAHE Ha

TAXHaTa ynotpeba.
CnepBalgm CTbNku

CrtpaTerusTa we 6bae obcbaeHa Ha NOMTUYECKO HMBO Ha 3acedaHmeTo Ha CbBeTa MO 3aeTocT,
counanHa nonmTuka, 3apaseonasBaHe n notpebutenckn sbnpocu Ha 2 gekemespun 2020 r.

3a noBeue MHhopmMaums

dapmaleBTMYHa cTpaTernd 3a EBpona — CbhobuieHne Ha EK
Bbnpocu n oTrosopu

NHdorpaduka

Buageo

YebcTpaHuua Ha PapMaleBTMYHaTa CTpaTerms
* OnpekTtnea 2001/83/EO n PernameHT (EO) N2 726/2004
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https://ec.europa.eu/environment/water/water-dangersub/pharmaceuticals.htm
https://ec.europa.eu/health/human-use/paediatric-medicines/evaluation_en
https://ec.europa.eu/health/human-use/strategy_bg
https://ec.europa.eu/commission/presscorner/detail/en/qanda_20_2174
https://ec.europa.eu/commission/presscorner/detail/en/fs_20_2201
https://audiovisual.ec.europa.eu/en/video/I-197665
https://ec.europa.eu/health/human-use/strategy_bg

Jlnua 3a KOHTaKTW C MeauuTe:

Stefan DE KEERSMAECKER (+32 2 298 46 80)
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