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IIpunarane Ha [IMpeKTUBaTa 3a IpeYUCTBAHETO Ha
rpagckure ornaabdYHM Boau ([IIII'OB) u puckose mo
OTHOIIIEHHUE Ha CUT'YPHOCTTA Ha CHAaOasIBaHETO C
JIEKaPCTBEHH IIPOAYKTH

Pe3oonusi Ha EBponecKkusi mapjiaaMeHT oT 18 rouu 2026 r.
OTHOCHO IIpUJjIaraHeTo Ha [IlMpeKTHBaTa 3a NIpe4YuCTBAaHETO Ha
IrPagCKUTe OTIHAaAb4YHHU BOJOHU U PUCKOBETEe 3a CUTYPHOCTTA Ha
OOCTAaBKHTe Ha jIeKapcTBa (2026/2652(RSP))

Esponetickusim napaamenm,

- KaTo B3e mpenBun [lorosopa 3a GyHKIIMOHUPAHETO Ha EBporeiickusa
cpio3 (JOEC), u nmo-cnemnuanso djeHoBe 168 u 191 ot Hero,

- KaTo B3e mpeaBup 4jeH 35 oT XapTaTa Ha OCHOBHUTE IIpaBa Ha
EBponenckus cbio3s,

- KaTto B3e npeasup [upektusa (EC) 2024/3019 Ha EBponieuckus
napjaaMeHT ¥ Ha CbBeTa OoT 27 HOoeMBpu 2024 r. 3a IpeYnUCTBAaHETO
Ha IPafiCKUTe OTHagbyHu Bogu! (mpepasrnepana [IIIIOB), KosiTo
BJle3e B cuiia Ha 1 auyapu 2025 .,

- KaTo B3e npeasup [upektuBa 2000/60/EO Ha EBponenckus
napiaaMeHT ¥ Ha CvBeTa oT 23 okToMBpU 2000 r. 3a ycTaHOBSABaHE Ha
paMKa 3a gencTBusaTa Ha OOIIHOCTTA B 00JIacTTa Ha IIOJTUTHKATA 3a
BomuTe? (PaMKOBaTa JUPEKTHUBA 32 BOOUTE),

- KaTo B3e npeasup [upektuBa 2006/118/EO Ha EBponenckus
napiaMeHT 1 Ha CbBeTa oT 12 nekemBpu 2006 r. 3a oma3BaHe Ha
IIOA3eMHHUTE BOOHU OT 3aMbPCsSIBaHe W BJIOIIaBaHe HAa ChCTOSHUETO UM3
u HupekTtuBa 2008/105/EO Ha EBponelickus napjiaMeHT U Ha CbBeTa
ot 16 gekemBpu 2008 r. 3a onpenesnssHe Ha CTaHOAPTH 3a Ka4eCTBO
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Ha OKOJITHaTa cpefa B o0jlacTTa Ha ITOJIMTUKATa 3a BOOUTE, 3a
M3MEeHeHUe U IocJenBallla OTMsHa Ha gupektusu 82/176/EHNO,
83/513/EHO, 84/156/EHO, 84/491/ENO, 86/280/EMO Ha CbBeTa U 3a
usmeHnenue Ha [IupektuBa 2000/60/EO Ha EBponenckus mnapjiaMeHT
1 Ha ChBeTa?,

KaTto B3e npensup Pemenue (EC) 2022/591 na EBponenickus
nmapiaaMeHT 1 Ha CbBeTa oT 6 ampun 2022 r. oTHocHO O6111a
nporpaMa Ha EBporelickus ChI03 3a JelCTBUE 3a OKOJIHATa cpefa ao
2030 r.5,

KaTo B3e IIpeaBu cBosTa pe3osonusa oT 17 centemBpu 2020 r.
OTHOCHO HEIOCTUTa Ha JiIeKapCTBa - KakK Ja Ce HaMepu pellleHne Ha
HOBOBB3HHUKBAII IIpo0eM",

KaTo B3e IIpeaBu paboTHUS OJOKYMEHT Ha Ciyx)0ute Ha Komucusrta
oT 26 okToMBpu 2022 r., o3arnaBeH , OleHKa Ha Bb3OEHUCTBUETO,
npuapy2KaBallla IIpefioKeHUeTo 3a JUPeKTUBa Ha EBponenckus
napiaMeHT 1 Ha CbBeTa OTHOCHO NPEYHCTBAHETO HA I'PafCKUTE
oTnagbuHu Bogu“ (SWD(2022)0541),

KaTo B3e IpenBup chbobinenrneTo Ha Komucusita ot 12 maut 2021 r.,

o3arnaBeHO ,IIbT KbM 34paBOC/IOBHA MJIaHEeTa 3a BCUYKU - [InaH 3a
merictBue Ha EC: ,KbM Hy/1eBO 3aMbpCsiBaHE Ha Bb3AyXa, BogaTa U

nouBaTta“ (COM(2021)0400),

KaTo B3e IIpeaBup OokKilana Ha ChbBMECTHUS U3CIIEO0BaTEJICKU EHTHP
(JRC) ot 10 mekemBpu 2025 r., o3arnaseH ,Updated estimation of the
costs of quaternary wastewater treatment in the EU - A comparison
of cost models” (AkTyanu3upaHa OlleHKa Ha pa3XxoguTe 3a
4YeTBbPTUYHO IPpeYrCTBaHe Ha oTnaabyHuTe Bogu B EC - CpaBHeHUE
Ha MOOeJINTe Ha Pa3XOOduTe),

KaTo B3e IIPeIBUM TeKyIaTta padoTa mo AKTa 3a KPUTUYHO BaXXKHUTE
JIEKapCTBa,

KaTo B3e npenBup 4ieH 142, maparpad 5 u uneHn 136, naparpad 4 ot
cBOs [TpaBUTHUK 3a OEMHOCTTA,

KaTo uMa npensun, dye B 4ieH 191 ot HOEC ce mocoyBa, 4ye
nmonuTuKaTa Ha EC B o6acTTa Ha OKOJIHATa cpeda ,MMa 3a el
IMIOCTUTAaHETO Ha BUCOKO PAaBHUIIE Ha 3alllMTa, KaTo B3eMa IPEeaBu[
Pa3IMYHOTO ChCTOSIHHE Ha PETUOHUTE B paMKuUTe Ha Chlo3a“, U 4e T
,C€ OCHOBaBa Ha MPUHIIUIINTE Ha IIPEeOIla3HUuTe MEPKU U
NIPEBAHTUBHUTE NEMCTBUS, Ha IIPUHIMIIA Ha IIPUOPUTETHOTO
OTCTpaHsBaHe OIlle IIPY U3TOYHHKA Ha 3aMbpCsIBaHe Ha OKOJIHaTa
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cpefa 4 Ha INpUHIUIA ,,3aMbPCUTEJIAT MIala’”;

KaTo MMa IpeaBHu, Ye BoJaTa € OT IIbPBOCTEIIEHHO 3HaYeHne 3a
KMBOTA 1 YOBEUECTBOTO; KaTo uMa mpensup, ye EC Tpsa6Ba Oa
ynpapisiBa epUKACHO HACTOSIIIUTE U OBbOEIUTe BOJOHU PECYPCH U Ia
pearupa edheKTUBHO Ha HACTOSIIUTE IIPeOu3BUKATEICTBA, CBbP3aHU C
BOOUTE, Thd KATO Te 3acsAraT MPSAKO YOBEIIKOTO 3ApaBe, OKOJIHATa
cpeda U HEMHUTE eKOCUCTEMH, KaKTO U CTPaTEern4eCcKuTe COolualHo-
NKOHOMHUYECKU ONEeHMHOCTH;

KaTo UMa IpeaBu[, 4Ye MUKPO3aMbpPCUTEJINTE, KOUTO Ce CpellaT BbB
BCUYKHU BHOOBE BOOHU O0OEKTH U Ce OTKPUBAT BbB BCUYKHU Boau Ha EC,
OKa3BaT BpeOHO Bb3[ENCTBHUE BbPXY YOBEIIKOTO 34pPaBe,
BKJIIOUUTEJIHO KaHIIePOTeHHO Bb3[OEeUCTBUE U Bb3[IeUCTBUE,
HapyIllaBamo QyHKIUNUTE Ha eHOOKPUHHATa CUCTeMa, KaKTO U BbPXY
BOOHUTE OPraHU3MU, JOPU B HUCKU KOHIIEHTPALUU, U OOIPUHACAT 3a
Pa3IpPOCTPaHeHNEeTO Ha aHTUMHUKPOOHaTa pe3ucTeHTHOCT (AMP);
KaTo UMa npenBum, ye CBeTOBHATa 34paBHa OpraHu3anus 00siBu
AMP 3a crielitHa CBeTOBHAa 3[paBHa KpH3a, KOSATO Ce 0O4YaKBa [0

2050 r. ma MpUYMHY IOBeUYe CMBbPTHU CIIydyau B CBETOBEH Mairal,
OTKOJIKOTO PAaKOBUTEe 3a00JIIBaHMs; KaTO UMa IIPeOBUM, Ye MHOTO
MHUKPO3aMbPCUTENIN OT JIEKapPCTBEHU IIPOAYKTHU IOoIlagaT BbB BomaTa
cleq TAXHaTa ynoTpeba OT IallMeHTUTe, a He 110 BpeMe Ha
IIPOU3BOMICTBOTO UIU 00€3BPEXKIAHETO UM;

KaTo MMa IpeaBu[, Ye 3aMbpPCSIBaHETO Ha BOOUTE, BKIIIOUHUTEIITHO OT
MUKPO3aMbPCUTENHU, IIPEACTaBlIsiBa HapacCTBallla ¥ CeprUO3Ha 3alljlaxa
3a eKOCUCTEMUTE, OMOJIOTUYHOTO pa3HooOpa3re, KakKTo U 3a
3[paBeTo Ha XopaTa U XXKUBOTHUTE, U IIOHACTOALIEM CcTpyBa Ha EC
Hajg 75 MuarapAa €Bpo rOOUIIIHO; KaTO UMa IIpeaBu, Ye IpajCKuTe
OTIagbYHU BOOM Ca €OUH OT OCHOBHUTE MU3TOYHHUIIM Ha 3aMbpCsBaHe
Ha BOJNTE, aKO He ce chOMpaT U MPedyruCcTBAT ITPABUJIHO; KaTO UMa
IIpeaBup, Ye 3a ma ce u3berHe ormacHOTO UM Bb3[I€UCTBUE BbPXY
3IpaBeTO 1 OKOJIHATa Cpefia, € Heo0X0AUMO MUKPO3aMbPCUTEJIUTE Oa
ce OTCTpaHsBaT OT 3aMbPCEHUTE OTHaAbYHU BOOY;

KaTO MMa OpeaBHufl, ue MHOTro oOmuHu 1 o6mHocTu B EC pa3uuTaT Ha
TepacHo punTpupaHe 3a MUTEeHHATa CU BOOa, B pe3yJITaT Ha KOeTOo
IogaBaHaTa Ype3 BofocHabOsIBaHETO Boda € Bce IMo-3aMbpCceHa C
MUKPO3aMbPCUTEIIH;

KaTo MMa IPeaBu[, Ye pa3xoauTe 3a IbPBUYHO, BTOPUYHO U
TPETUYHO MpeYrCcTBaHe OOMKHOBEHO Ce IToeMaT OT IMyOIuYHUTE
OpraHu 4Ype3 MapuTe Ha JaHBbKOIIJIATIIUTE UM TaKCUTE 3a BOja; KaTo
“Ma IIpeABU, Yye IIpujaraHeTo 10 OTHOIIEHNE Ha IIPeYruCcTBaHETO Ha
BOOUTE Ha IIpPUHIUIA ,3aMbPCUTENAT IjIalla”“, 3ajersasn B 4jieH 191
ot J®EC, Gemre BbBeOEHO 3a IIbPBU ITLT B Ipepasriienadata OIII'OB;

KaTo uma npensup, dye [IIITI'OB onpenens npaBHaTa paMKa 3a
cbOMpaHeTo, IPEeYUCTBAHETO 1 3ayCTBAHETO Ha I'PafiCKU OTIaOb4HHU
BOOM ¥ 3ayCTBAHETO Ha OMOpa3rpaguMU OTHaAbYHU BOOAU OT HSIKOU



IPOMUIILIJIEHU CEKTOPHU U 4e rnpepasrinenaHarta [IIII'OB uma 3a 1en ga
HaMaJld 3aMbpCsIBaHETO Ha BOOAUTE, BKIIIOUUTEJITHO
MUKPO3aMbPCUTEJIUTE, U Ja Olla3d KauyeCTBOTO Ha BOOUTE B LU
EC; kaTo nMa npeaBul, 4e MUKPO3aMbPCUTENINUTE B OTIaAbYHUTE
BOOM HE Ce OTCTpPaHsBaT e(peKTUBHO Ype3 KOHBEHIIMOHAJITHO
IpedrnCTBaHe Ha OTHaAbYHUTE BOOW; KaTO UMa IpenBup, de
npepaariefgaHaTa JUPEKTUBaA BbBeXKa 3aAbJI2KEHUETO 3a
4YeTBbPTUYHO IPEeYMCTBaHe Ha OTHaAbYHUTE BOOU, KOETO IIpeMaxBa
MUKPO3aMbPCUTEIUTE, KaTO 10 TO3M HaYMH rapaHTHUpPa BUCOKO
paBHUIIE Ha Ola3BaHe Ha 3[paBeTO U OKOJIHaTa cpefa B
CBOTBETCTBUE C monxonda ,EmHo 3gpaBe”; KaTo UMa MpeaBu, de
npepaboTeHaTa OUPEKTUBA U3UCKBA CUCTEMATUYHOTO
MOOEPHU3UPaHe Ha IoJIeMUTe IPeYruCTBaTEIHU CTaHIINH,
o6cmyxBariu Haxg 150 000 gymru (T.e. B TOJIEMHTE I'PafoBe, Thi KATo
T€ Ca TOpeIly TOYKM I10 OTHOIIEHNWEe Ha U3IIyCKaHeTO Ha
MHUKPO3aMbPCUTENHN) C LieJI U3BbPIIBaHE Ha YETBHbPTUYHO
IIpeYrcTBaHEe U U3NCKBa MOOEPHU3UPAHETO Ha 10-MaJIKUTEe
IIpeYurucTBaTEeIHU CTAaHIIUU CaMO aKO Ce HaMHpaT B PUCKOBU 30HU;

KaTo Ma IpeOBuf, 4ye mpujlaraHeTo Ha Y4eTBbPTUYHO IpeYrCcTBaHe
ce BbBexXKOa IIOCTEIIeHHO, CUYUTaHO OT mekemBpu 2033 r., KoraTo caMo
20% ot mo-ronemute uHCTananuu U 10% oT mo-MaJakKuTe MHCTAJIaAlluu
e TpsibBa ma ObOaT MOOEePHUINPAHM, KaTO II'BJIHO IIpujaraHe Ime
ObOe mocTUTHATO A0 mekeMBpu 2045 r.; KaTo UMa IPEOBU, ye
BbBEXKIAaHETO Ha YETBBPTUYHO IIPEeUYNCTBaHe KaTO JONBbIIHUTEIHO U
YCBBBPIIEHCTBAHO IIPEUYKNCTBaHe Ha I'PaJCKUTE OTHagbyHU BOOU C
1IeJI IpeMaxBaHe Ha Bb3MOXKHO HaU-IINPOK CIIEKTHP OT
MHKPO3aMbPCUTEIHN € HeoOX0aMMO 3a HaMaJIIBaHeTO Ha Te3Hu
3aMBbPCUTEIIN U 3a OITa3BaHETO Ha OOIIeCTBEHOTO 3[paBe U OKOJIHATA
cpeda; KaTo UMa ONpeaBuf, 4e BbBEeXKOaHEeTO Ha YEeTBbPTUYHO
IpedrnCcTBaHe IIpeacTaBisiBa Hal-CKbIIOCTPYBAILIUIT KOMIIOHEHT Ha
OUPEKTUBATAa;

KaTO Ma NpefBU, 4e NPUHIUIBT ,3aMbPCUTENAT IIalia”“ e IIpaBHO
00BBbp3Balll IPUHIUII, 3a7erHan B uieH 191 ot [OEC, u uma 3a 1en
oa rapaHTHpa, 4e JIMilaTa, OTTOBOPHU 3a NIPUYMHSIBAHETO Ha IIETU
BBPXY OKOJIHATa Cpefa, a He JaHBbKOIIATIUTE WU OOIMIeCTBOTO KaTo
LISJI0, 3aljlallaT pa3xXxonuTe 3a NpefoTBpaTsiBaHe, KOHTPOJ U
OTCTpaHsBaHe Ha TOBa 3aMbpPCSBaHE;

KaTo Ma IpeaBuf, 4ye pasiirpeHaTa OTTOBOPHOCT Ha IIPOU3BOOUTEIS
(POII) nma 3a 11e71 Oa MHTEPHaIU3Wpa BbHITHUTE ITIOCIEOUIIN 3a
OKOJIHATa Cpefa M IIpefoCcTaBsi CTUMYJI 3a IPOU3BOOUTEIINTE Aa
B3eMaT IIPeaBUI eKOJIOTUYHUTE ChoOpaxKeHus 110 BpeMe Ha
JKU3HEHUS UKD Ha IIPOOYKTUTE - OT eTalla Ha IIPOEeKTHpPaHe [0
Kpas Ha XU3HEeHUS LUKBJI, Ipuilaraiku epeKTUBHO IIPUHIINIA
»3aMbPCUTEJIAT IIJIalla”“; KaTo UMa NpeOBul, 4e IMOBe4YeTo
chiecTByBamu cxeMmu 3a POII ca pa3paboTeHr B KOHTEKCTA Ha
MIOTOILUTE OT OTIAObIIX OT MOOJIeKalllld Ha UAeHTu(PUIIMPaHEe TOYKOBU
W3TOYHUILIY, KbAETO ITPOU3BOAUTENNUTE MoraT e(eKTUBHO Oa
opraHu3uparT, HaOIomaBaT ¥ KOHTPOJIUPAT CUCTEMUTE 3a ChOUpaHe U



ITPEeYnCTBaHE;

KaTO MMa OpeOBul, ye JIEKAPCTBEHUTE IIPOOYKTH ce pa3paboTBaT u
paspeIlraBar C Iejl JieueHrne Ha MallueHTHUTe; KaTo UMa IIPEeaBul, ue
OILIEHKWTE Ha PUCKa 3a OKOJIHATA cpefa ca HeoOXOOuM KPUTEPHUH 3a
pas3pelllaBaHETO Ha JIEKAPCTBEHU MTPOOYKTHU, HO PUCKBT 3a OKOJIHATa
cpena He e YacT OT OIleHKaTa Ha ChOTHOIIEHWEeTO I10JI3a/PUCK IPHU
pa3peIraBaHeTO Ha JIEKaPCTBEHU MTPOOYKTH;

KaTo UMa IIpeBu[, Ye DaHHUTe U aHanusutTe Ha Komucusara u JRC
IMOKa3BarT, 4ye (papMalileBTUYHUTE U KOSMETUYHUTE ITPOAYKTH Ca
W3TOYHUKBT Ha HAU-TOJISIM [J1 IIOTEHIIMAaIHO BpeOHU U TPYIOHO
IoAmaBallly ce Ha OMOJIOTMYHO pa3rpaXxjaHe BellleCcTBa B
OTHagbYHUTE BOOU; KaTO UMa IIPEeaBU[, Ye HAKOU IIpuTexkaTelu Ha
pa3pelieHns 3a ThpProBUsa ChoOIIaBaT, Ye TOKCUYHUTE TOBapH,
IIPUNNCBAHU Ha OIpPENesieH! IPOOYKTU B Te€3U aHaJIu3u, Ce
pa3nuyasaT OT JaHHUTE OT OLIEHKUTE Ha PUCKa 3a OKOJIHATa cpena OT
JIeKapCTBEHUTE IIPONYKTU;

KaTo UMa npenBuml, dye npepaarnenanarta JIIT'OB BbBene pa3nmopendu
3a POII B chOTBETCTBUE C IIPUHIIUIIA ,3aMBPCUTENIAT ILjIalla”“, KOUTO
W3UCKBaT Hau-MaJko 80% OT pa3xoguTe 3a YETBbPTUYHO
IIpedyrCcTBaHe fa Ce moeMaT OT OCHOBHUTE CEKTOPHU, UAEeHTUDUITUPaHU
KaTO OTTOBOPHU 3a U3IIyCKaHEeTO Ha 3aMbPCUTEINU, a UMEHHO
(papmaneBTHYHATA U KO3MeTUYHATaA IIPOMUIIIIIEHOCT;

KaTO MMa IIpeaBul, 9€ BEBEZXKNaHETO Ha YETBBPTUYHO IIPEYHUCTBAHE €
H&ﬁ-CK'BHOCTpYB&H.IHHT €JIEMEHT Ha OJUPEeKTHUBATAa;

KaTo MMa IpeaBup, Yye OLIEHKUTE Ha pa3x0oJuTe Ha ObpXKaBUTE
YJIEHKU 3HAQYUTEJIHO HaJBUIllIaBaT IIOCOYEHUTE B OLlEHKaTa Ha
Bb3mencTBUEeTO Ha KoMmucusrta (Hanpumep 'epmanus u Mcnanusa ca
OOKJIaABaJii HEKOJIKOKPATHO IO-BUCOKU Pa3XOAu);

KaTo uMa npensup, ue POII uMa 3a 11e1 ga ce ¢puHaAHCHUPaA
OTCTpPaHsABaHETO Ha MUKPO3aMbPCUTEIUTE OT OTHagbYHUTE BOOU U
Ia ce Hacbp4iaBa pa3pab0oTBaHETO Ha MO-MaJIKO TOKCUYHU IIPOOYKTHU C
IOBUIIIEHA CTEIleH Ha OMopa3rpaguMOCT, KOUTO ca 0CBOOOMIeH! OT
POII; kaTto uma npegsup, dye cuctemara 3a POII ctumynupa u
Bb3HArpaxmaBa MHOBAIIMUTE B pa3paboTBaHETO U U3IOJI3BAHETO Ha
[10-MaJIkO BPEOHU BelleCTBa B CbOTBETHUTE CEKTOPH;

KaTo “Ma IpeaBup, 4e OOCTHIIbT H0 6e30macHu, e(peKTUBHYU U LIEHOBO
OOCTBIIHU JIEKAapPCTBa € KPabI'bJIeH KaMbK Ha CUCTEMUTE 3a
o6111ecTBEHO 3apaBeoma3Balie Ha EC u 4e CUTypHOCTTA Ha
OocTaBKUTE Ha ytekapcTBa B EC Tpsi6Ba ma Obae 3alllMTaBaHa;

KaTO MMa OpeaBul, 4e ChrIacHO OlleHKAaTa Ha Bb3[IeHUCTBUETO Ha
KoMucusiTa ¥ He3aBUCUMU JAaHHU IIOTEHIIMATHOTO YBeIUYEeHWe Ha
Pa3xoguTe 3a IPOOYKTHUTE WM MOTEHIIMAIHOTO HaMaJIsIBaHe Ha
MapzKoBeTe Ha Imedasba Ha MPOMUIIIEHUTE CEKTOPH, KOUTO MyCKaT
MMPOOYKTH Ha mal3apa Ha EC, B pe3ynraT Ha npunaraneTo Ha POII, 6u



OMJI0 HE3HAYUTEJIHO U He OM 3aCTpalllniIo IleHOBaTa JOCTBITHOCT,
HaJIMYHOCTTa UJIM JOCTBIIHOCTTA Ha Te3U IPOAYKTU Ha Ia3apa Ha EC;

KaTO MMa IpeaBuf, ye OLleHKUTE Ha Pa3XoduTe Ha OpraHuTe Ha
HSKOM ObpPKaBU YJIEHKM HaJBUIIIaBaT TIOCOYEHUTE B OLIEHKATa Ha
BB3melicTBreTo Ha Komucusita (HanpuMmep 'epmanusa u McnaHus ca
OOKJIafiBaJId Pa3X0au, KOUTO Ca HEKOJIKOKPATHO MO-BUCOKM); KaTO
“Ma IIPeaBUL, Ye OlleHKaTa Ha Bb3[elCTBUETO Ha KomMucusaTa chIo
Taka Oellle OCIIOpeHa OT HSIKOU 3aMHTEePeCOBaHU CTPaHH, II0-
CIIelMaIHO TI0 OTHOIIIEHWE Ha MPUHOCa Ha ¢papMalleBTUYHUTE U
KO3METHYHUTE IIPONYKTU 3a OKOJIHATa Cpefia U U34YUCIIIBaHETO Ha
BB3[IENCTBUETO BbPXY LIEHUTE Ha JIeKapCcTBaTa; KaTo UMa IIPeaBUl, 4e
JRC nposene BTOPO IIpoy4YBaHe C LE€JI Ja U3sICHU U IIPOYyYH I0-
ogpoOHO MOTEHIIMATHUTE Pa3Xoau, KOUTO TpsAOBa ma 6baaT MOKPUTHU
OT 3aCerHaTUTE OT AUPEKTUBATa IIPOMUIIIJIEHN CEKTOPH; KaTo uMa
IIpefBu, Ye HOBOTO IIPOyYBaHe [0 IojiiMa CTelleH NOTBbPAU
MIPeQUIITHUTE DaHHU U KOHCTaTalluu;

KaTo UMa IIpeBu[, Yye BMeHsABaHEeTO Ha OTTOBOPHOCT OT CTpaHa Ha
Komucusta 3a npubnusurtento 92% or ToBapa Ha
MUKPO3aMbPCUTENNTE Ha (papMalleBTUYHUTE U KOSMETUYHUTE
NPOOyKTH Oellle IOCTaBEHO II0[ BBIIPOC OT METOOOJIOTMYHA U Hay4dHa
rJlefHa TO4YKa, IO-CIelyaIHo IpeaBu JUIicaTa Ha 3agbiI0049eH
aHaJM3 Ha IIOCJIIeJUIIUTe 3a OOCThIIa Ha IallueHTUTe U HallMOHAJIHUTEe
O0m2KeTH 3a 3IpaBeolla3BaHe; KaTo UMa IIPeOBU, Ye TO3U IIPOIYCK €
OT 0cO0eHO KpUTHYHO 3HauUeHUe 3a Iig1aTa ¢papMalieBTUYHA
€KOCHCTeMa, KOSITO o0XBallla ”HOBAaTUBHY, T€eHEPUUYHY U He3alllUTeHU
C [IaTEeHT JIeKapCTBa U KOSITO B CBOsATA LSIJIOCT CTOU B OCHOBATa Ha
OOCTBIIa Ha IMallueHTUTe, CUTYPHOCTTA Ha HOCTAaBKUTE U
OBJITOCPOYHATA YCTOMYMBOCT Ha €BPOIIEUCKUTE 30PaBHU CUCTEMY,
KaTo ChIlleBPEMEHHO NOAAbpKa UHBECTULIUUTE B
Hay4YHOU3CJIeOBATEICKA U pa3BOMHA JEUHOCT U IPOU3BOACTBEHU A
KaIaluTeT, OT KOUTO 3aBUCHU CTpaTernyeckara aBTOHOMHOCT Ha
EBpomna B o61acTTa Ha 3gpaBeolia3BaHeTo;

KaToO UMa NPeaBul, ue TeHepuYHUTe JIeKapCTBa IIPeICcTaBIIsIBaT
noutu 70% ot usnucsanute B EC mekapcTBa’ u ca OT ChIECTBEHO
3HaYeHHUe 3a YCTOMYMBOCTTA Ha 3OpaBHATa CUCTEMa; KaTo UMa
MIpeaBuy, Ye IMIPOU3BOAUTENINTE Ha TeHEPUYHHU JIeKapCTBa
O0OMKHOBEHO PabOTST ChIJIaCHO CTPOTU PaMKU 3a IleHooOpa3yBaHe U
IT0 UKOHOMMUYECKH MOMeJI, OCHOBAH Ha rojieMu 00eMH U HUCKU
Map3kKoBe, KOeTO OrpaHnudYaBa CIOCOOHOCTTA UM Aa ImoeMaT
OONBbIIHUTEITHU PErylaTOPHU Pa3X0Ou U CJIEIOBATEIIHO MOTaT Ia
ObOaT MO-4yYBCTBUTEIHU KbM yBeIMYaBaHETO Ha Pa3Xx0auTe, KOETO
M3WCKBa BHUMAaTEIHO HaOJIIofeHre Ha IIpujlaraHeTo Ha IUPEeKTUBATa;

KaTO MMa IIpeaBun, 4ye reHepruiIHuTe JIEKapPpCTBa UMAT ChIIdTa
aKTHBHaA ChCTaBKa KaAaToO ped)epeHTHI/Iﬂ JIEKapPCTBEH ITPOOYKT, KOETO

Cpobuienue Ha Komucusita ot 24 okromBpu 2023 r., o3ariiaBeHo
,CIIpaBsiHe C HeJoCTura Ha jekapctBa B EC” (COM(2023)0672).



AA.

AB.

AB.

OOITBJTHUTEJIHO 3aTPYOHABA 3ad49adTd Ha ITPOU3BOOUTEIIUTE Ha
T€HEepPHU4YHH JIeKapPCTBa Oa Ce CIIPaBAT CbC 3aMBbpPCABaAHETO OIIle IIPKU
HU3TOYHHUKA;

KaTo UMa NPenBuml, 4e HeJJOCTUT'bT Ha JIeKapcTBa B EC ce BrnoIu
IIpe3 MOCIeHNUTEe TOOUHYN U MopaXja PUCKOBE 3a I'PUXKUTE 3a
MaIMeHTUTe; KaTo uMa npeasun, 4ye EC nmpogbikaBa ma Obe CUIITHO
3aBHCHM OT Obp2KaBu U3BHH EC 110 OTHOIIIEHNE Ha aKTUBHUTE
¢dapmanieBTMYHU CbCTABKH; KaTO UMa npensup, ye EC npegnpueMa
CTBIIKM 3a CIPaBsHE C HeOOCTUTa Ha JIeKapCTBa ¥ CUTYPHOCTTAa Ha
OOCTaBKMTE, BKIIOUNTEIHO YpPe3 ITpepasriielaHoTo 00110
3aKOHOMATEeJICTBO B 001acTTa Ha (papMalleBTUUYHUTE IIPOOYKTU U AKTa
3a KPUTHUYHO BaXKHUTE JIEKAPCTBa;

KaTo uMa npensup, dye npepasrinenanarta [III'OB npepocTass Ha
ObPKABUTE YJIEHKU I'bBKABOCT IIPU pa3paboTBaHETO Ha CXeMHU 3a
POII u npu ycTaHOBSIBAaHETO Ha METOOUKHU 3a U3YUCJIIBaHE Ha
BHOCKHTE, KOETO UM II03BOJIsSIBa ma pa3paboTrBaT cxemu 3a POII o
Ha4y¥H, KOUTO rapaHTUpa NPONOPLIMOHAIHOCT U IIPU KOUTO Ce
n305rBaT HeXKeJIaHUTe ITOCIeqULIM, BKIIIOUHUTEITHO PUCKOBE 3a
OOCTaBKUTE Ha JIeKapCTBa, Ype3 KOEeTOo ce MocTUra 6agaHc Mexkay
LleInuTe Ha 00IIeCTBEHO 3[IpaBe U OTTOBOPHOCTHUTE BHB BPb3Ka C
OKOJIHaTa Ccpena;

KaTo uMa npensup, dye 4yieH 10 oT npepaariemasata [III'OB npasu
3a0bIXKUTEIHY PaMKHUTe 3a HabOIoeHue U Npujlaraie, BKIIOYUTEITHO
KaTo rapaHTHpa, Ye Bb3OEeMCTBUSATA Ha JUPEKTUBATa, HAaIpuMep
BBPXY LIEHUTE Ha JiIeKapCcTBaTa, ce HabmoaaBaT HagJIeKHO;

KaTo UMa npeaBun, ue B cboOpaxkenue 20 ot OIIT'OB ce
IMOTBBbPK[IaBa, Ye OUPEKTHUBaTa Beue MpeaBuKaa pemoBHa OlleHKa
Bb3 OCHOBA Ha MAaHHUW OT MOHUTOPUHT U HAay4YHU JOKa3aTeJICTBA,
BKJIIOUUTETHO Bb3MOXKHOCTTA 3a aKTyallu3upaHe Ha o6XBaTa Ha
cucTteMarTa, KoraTto e Heo0XoguMo, KaTo II0 TO3W HAaUYWH CEe OCUTYPsiBa
OocTaTb4YHa I'bBKABOCT B paMKUTE Ha ChIlleCTByBalllaTa IpaBHa
paMKa, 6e3 ma e HeoOX0oaMMO IIpepas3riexkgaHe Ha JUPEeKTUBaTa;

KaTo uMa npensup, dye npepasrienanata [IIII'OB u3ucksa ot
Komucusita ga u3BbpPINM LAJIOCTHA OLleHKA 00 Kpas Ha 2033 r. u
OTHOBO 00 Kpas Ha 2040 r., KaTo IIpegoCcTaBu Bb3MOXKHOCT [Ia Ce
pasrienaTt Bb3AeUCTBUATA Ha IUPEKTUBATa U aKo € Heo0XoouMmo, fa
ce IMpenJjoxaT IPOMEeHH;

KaTo MMa IPeaBu[, Ue Mo OlleHKa Ha KoMucusita mopu IIpu IIbIHO
MIPEXBHPJISTHE Ha Pa3XOoAguTe Bb3OENCTBUETO BbPXY IIEHUTE Ha
JleKapcTBaTa Ou BB37s13710 Ha 2,64 — 3,20 EUR Ha 40oBeK I'OJUIIIHO [10
2045 r.; mporHo3a, KosiTo Oellle MOTBbPIOeHa OTHOBO IPe3 NeKeMBPU
2025 r. ot JRC, KOUTO B3e IMpeaBug OKOHYATEJTHUA TEKCT, IIPUET OT
Cb3aKOHOOATEIUTE;

KaTO MMa IIpeaBu, 4e B JUPEKTHUBATa Ce IIpedBU2KIa OBIIBI' CPOK 3a
HU3IIBIIHEHHNE, KaTO HAKOHU pa3nope1161/1 HsIMa Oa Ce IIpujiaraT u3ndj10



AT.

Al

AE.

AK

npenu 2045 r., KOeTo 1Ie mame OJOCTaThbYHO BpeMe 3a IMOCTEINEeHHOTO U
OamaHCUpaHO IpUjaraHe Ha OUPEKTUBaTa M HEMHUTE M3WCKBAaHUS 3a
4YeTBBbPTUYHO [IPEeUYUCTBaHe, a UMeHHO nnokpurue ot 20% go 2033 1.,
60% mo 2039 r. u neiHO nokputue 0o 2045 r.; KaTo UMa IIpeaBUn, ye
OUpEeKTUBaTa IpefoCTaBs Ha ObpXKaBUTE YJIeHKU BpeMe [a
KOopuUrupat ieHooOpa3yBaHeTO Ha JOTOBOPUTE Ype3 HOBU TPHIKHU
Ipollenypu 3a JIEKapCTBa;

KaTo MMa IpeaBuf, 4ye CIopeq OlieHKaTa Ha Bb3[JEeNCTBHUETO Ha
Komucusita u npoyuyBaHeTo Ha JRC gopu npu IIbJIHO IIPEXBBPIISHE Ha
pa3xoouTe MPOU3TUYAILlOTO OT TOBa yBeJIMUEHNE Ha [JeHUTe Ha
JleKapcTBaTa OCTaBa HE3HAYMUTEIHO B CpaBHEHHUE C lieHaTa Ha
0e3m0eiicTBUETO, Thil KaTO 3HAYUTEJTHUTE IBJITOCPOYHU Pa3Xodu 3a
3[paBeolla3BaHe BCIENCTBUE Ha 3a00JIgBaHUs, CBbP3aHU C
€KCIIO3UIINSATa Ha MUKPO3aMbPCUTEJIH, II0-CIIeIINaIHO PakK, Beue
HajlaraT 3HAQYUTEJIHO II0-TOJIsIMa TEXKECT BbPXy CUCTEMUTE 3a
00111eCTBEHO 3IpaBeolla3BaHe U Ce OYaKBa TSI 3HAYMTEJIHO Ia Ce
TIOBUILIY;

KaTO MMa IpedBUl, 4e pa3XoguTe, CBbP3aHU C BHOCKUTE 3a
4YeTBBPTUYHO IIPEeYUCTBaHe, Ce OCHOBaBaT Ha IIPOAYKTHU, ITIyCHAaTHU Ha
rasapa, U CJieqoBaTEeTHO BKII0OYBAT BCUYKHU MPOAYKTH, HE3aBUCUMO
manu ca npou3BeaeHu B EC UM U3BBH HETO, U Ye 3adb/I2KEHUETO 3a
POII ce npunara eqHakBO 3a BCUYKU OPyZKeCTBa, KOUTO IIyCKaT
IPOAYKTH Ha Ma3apa Ha EC, KkaTo ce rapaHTUpaT €OHAKBU yCJIOBUSA
Ha KOHKYPEHILUS U Ce IIPefoTBpaTsIBaT HEIOSJIHU KOHKYPEHTHU
MpeguMCTBa; KaTo UMa IPeBU, Ye CJiefoBaTEeTHO AUPEKTUBaTa uMa
3a IIeJI 0a He IpeOu3BUKBa U3KPUBSIBAHUSA Ha ITa3apa WU Ja Chb3oaBa
HeOJIaronpusiTHU YCIIOBUS 3a Ipou3BogutenuTe oT EC u 3a
LISIJIOCTHAaTa KOHKYPEHTOCIIOCOOHOCT Ha CEeKTOpa; KaTo MMa IIpeaBu,
4ye e MHOT'O BaKHO [ia Ce TapaHTHpa, Ye BCUYKHU BHOCHU ITPOOYKTHU
cria3BaT U PuHaHcUpPAaT 3aabKeHusaTa 3a POII, BKIIOYHUTEITHO
BCUYKU YaCTHU MaJIKU IPaTKW, HallpUMep OHJIaWH MOPBYKY;

KaToO MMa IpefBUl, 4e OT OlleHKaTa Ha Bb3OeucTBueTO Ha Komucusara
CTaBa fICHO, 4Ue 1pu nuncata Ha POII roguinHuTe pa3xonu 3a
4YeTBBPTUYHO IIPEeYUCTBaHe, OlleHIBaHU Ha IIPUOIU3UTEITHO

1,186 munuapma eBpo roguiiiio go 2040 r., B IPOTUBEH ciiy4yal 6u
TpsiOBasio fa 6ObOaT HOKPUTU I'JIaBHO Ype3 yBeJndaBaHe Ha Tapudure
3a Bofla U OT IMyOmuuHuTE OI0OXKETH, KOeTo OU JOBEJIO IO
IPEXBHPJISIHE Ha Pa3XOoOguTe 3a IPOMUIIIEHOTO 3aMbpPCSABaHE BbBPXY
rpaxpgaHUTe U JaHBKOIJIAaTIUTE U OM Ch3[ajio HeCclipaBeOJiiBa
TeXKeCT 3a JOMaKHWHCTBATa, BKIIOUYUTEJIHO Hall-ysI3BUMUTE CPEN THAX;

.KaTo uMa IIpeBuM, 4ye IpujaraHeTo Ha cxemarta 3a POII e

HeoOXOOuMO, 3a [Ia Ceé OCUTYPH ITpaBHA ¥ (MHAHCOBA CUT'YPHOCT, II0-
CIIeIMaJIHO 3a IMMyOJIUYHUTE OPraHu, U Ia Ce OCUTYPSAT HEOOXOOHUMUTE
WHBECTUIIUY B MHGPACTPYKTYpa 3a OTIIagbYHU BOOU, 3a [la Ce
IIOCTUTHAT lLieJuTe B 00JIacTTa Ha OKOJIHATA cpefa U 00IIeCTBEHOTO
37paBe 1 Ja ce rapaHTHpa, Ye rpaxkJaHuTe 1 IIoTpebuTenuTe Ha Bomaa
He rmoeMaT PUHAaHCOBUTE Pa3XO0H, CBbP3aHu ChC 3aMbPCSIBAHETO, 3a



A3.

AU.

KOE€TO He HOCAT OTTOBOPHOCT;

KaTO MMa OpeOBHu[l, 4Ye HOBUTE CTAHOAPTH 3a Ka4eCTBO Ha OKOJIHATa
cpena, ¥ MOo-CIIelalTHO JAeBeTTe ¢papMalleBTUYHY CTaHOapTa 3a
Ka4eCTBO Ha OKOJIHATa Cpefa ChIIaCHO PaMKOBaTa AUPEKTHBA 3a
BOWTE, He MOoTaT Aa ObaaT MOCTUTHATU 0e3 YCHBBPIIEHCTBAHO U
OOIIBITHUTEITHO IPeYrCTBaHe Ha BOOUTE;

KaTo uMa npensup, dye npepasrienanarta [IIII'OB 3agbixkasa
KomucusTta, Bb3 OCHOBa Ha pe3yJiTaTuTe OT MOHUTOPUHTA Ha
rpafCKuTe OTHaagbYHU BOOW U Hali-aKTyaJIHUTE Hay4YHU JaHHU, Oa
IIpaBU peOoBHA OLieHKa Ha BBIIPOca Oaju APYrd NPOOYyKTH ciledBa Oa
ObOaT BKJIIOYEeHH B cucTeMaTa 3a POII; kaTo uMa ImpenBu, ye
KoMmucusita cienBa ma mpeacTaByd MbPBUS oduIllalieH IIperien Hau-
KbCHO mo 2033 r,;

OTHOBO ITIOTBBbP2KAaBa CUJIHATa CU MOAKPeENa 3a €eKOJIOTUYHUTE LIeIN U
npunaraHeTo Ha npepasrinenanaTta [IIII'OB B cbOTBETCTBUE C
oIpefesieHNTEe CPOKOBE U moguyepTaBa HeE0OOXOOAMMOCTTa OT
HaMaJIsiBaHe U CIIpaBsiHE ChC 3aMbpPCsIBaHETO Ha BOOUTE,
BKJIIOUUTEIHO C MUKPO3aMbPCUTETIN;

IIoguepTaBa, 4ye e HeoOxomuMa Imo-godpa 3alluTa Ha YOBEIIIKOTO
37paBe ¥ OKOJIHATa Cpefa KaTo 4acT OT aMOHUIIMO3€eH MOaX0[ 3a
CcIIpaBsiHe ChC 3aMBbPCSIBAHETO OT BCUYKH M3TOYHUIIN, KAKTO U
IIpeMuHaBalHe KbM HETOKCHYHA OKOJIHA Cpefa, KaTo IIO-CIeIHaJIHO €
HeoOXOOUMO CITPaBsiHE C OIIaCHUTE MHUKPO3aMbPCUTEIIH, KOUTO
IIpefCTaBIsSIBaT 3HAYMUTEIHA ¥ OCTpPa 3alljlaxa 3a 3APaBeTo u
OKOJIHATa Ccpena;

IIPUIIOMHS, Ye MOoJIUTHUKaTa B 00JIacTTa Ha OKOJIHATa cpeda cjenBa da
Ce OCHOBaBa Ha MPUHIIMIINTE Ha Npealla3HuTe MEPKU U
IIPEeBAaHTUBHUTE OEWCTBUS, Ha IIPUHIIKIIA HA IIPUOPUTETHOTO
OTCTpaHsBaHe Ollle IIPU U3TOYHUKA Ha IIeTU BbPXY OKOJIHATa cpefa "
Ha MpPUHIUIA ,3aMbPCUTENIAT IIala”;

nmogyepTaBa, 4Ye BbBEXKIAaHETO Ha YeTBbPTUYHO MIPEYHCTBaAHE €
HeoOX0oauMO 3a OImal3BaHeTO Ha 3gpaBeTo, 3alliTaTa Ha
eKocucteMure u 6opbaTa C HOBOBb3HUKBAIIU PUCKOBe KaTo AMP;
rmogyepTaBa BBB BPpb3Ka € ToBa, ue POIT e Hali-e(heKTUBHUSAT
WHCTPYMEHT 3a NpujaraHe Ha IIPpUHIUIIA ,3aMbPCUTEJIAT IIjIala”,
nocodeH B 4neH 191, maparpad 2 ot I®EC, u 3a ocurypsiBaHe Ha
OOCTAaThYHO CPEeACcTBa 3a He0OXOAMMOTO IIPeYrCcTBaHe Ha IPaiCKUTe
OTIIagbYHU BOOU;

oTOeJsiA3Ba pa3nuKaTa MeXKAy OIeHKNUTE Ha pa3XOduTe B OlleHKaTa Ha
Bb3OelCcTBUETO Ha KoMucusTa 1 OlleHKHUTE Ha Pa3XOoOuTe, U3TOTBEHU
B MyOJIMYHU OLIEHKHU cJjiefd IprueMaHeTO Ha OUpPeKTUBaTa, mo-
crienaiHo B 'epMmaHus u McmaHus; oTbesisi3Ba OCBEH ToBa
OoIlaceHUsATa Ha 3aMHTEePEeCOBaHUTE CTPAaHU OTHOCHO HaJeXXOHOCTTa
Ha MeTOoAuKaTa, U3I10JI3BaHa 3a [IPUIINCBaHe Ha TOKCUYHUTE TOBapH,
1 oTOesi3Ba OIlaCeHusAiTa OTHOCHO Pa3J/IMKUTE MEeXKy HaHHUTE,



U3non3BaHu oT KoMmucusita, u JaHHUTE OT OIleHKaTa Ha PUCKa 3a
OKOJIHaTa cpela, npeacTaBeHU Ha EBporierckaTa areHius 1o
JleKapCTBaTa B paMKUTe Ha IIpoleaypaTa 3a Uu3gaBaHe Ha
pa3pelleHre 3a ThbProBUS; CYNTA, Ye Te3U OllaCeHHUs cjiedBa ga ObaaT
pasrienaHu 3aabI00YEHO, 3a la Ce rapaHTHpa HaJeXXOHOCTTa Ha
¢dakTHTE, Ha KOUTO Ce OCHOBABAT aHA/JIM3UTE Ha Pa3xoOguTe 3a
4YeTBBPTUYHO IIpedYucTBaHe U cxeMarTa 3a POII; orbensizBa obaue, ue
pa3nYHUTE METOOUKY, IpUjlaraiHy KbM IIPOy4YBaHUATA, MOTraT Ja
OOSICHSIT HSIKOU OT Pa3J/IMYMUsTA, U IOoJYepTaBa, Ye IMPOTrHO3UTE OT
OlleHKaTa Ha Bb3[IeMCTBUETO HAaCKOPO OsxXa IIOTBbPAEHU OTHOBO OT
JRC;

npu3oBaBa KoMmucusita ga u3rotsu o Kpas Ha 2026 r. HOBa OLleHKa
Ha Bb3[ENCTBUETO, B KOSTO [a Ce OIpeaed CIIMChKbT Ha
BelllecTBaTa, HaJIMYHU B I'PAACKUTE OTHaAb4YHU BOOU, Ia Ce IPOBEPST
pPa3xoOuTe 3a YeTBbPTUYHO IIpeYUCTBaHe ¥ BMEHSBAHETO Ha
OTTOBOPHOCTTA Ha CbOTBETHUTE CEKTOPHU CHIJIaCHO IIPUHIIUIA
»3aMBPCUTEJIAT IIJlalla”“, KaKTO U a Ce YCTaHOBU IIOTEHIIUAIHOTO
Bb3[ENCTBUE BbPXY HAJIMYHOCTTA, [JeHOBaTa JOCTBIIHOCT U
OOCTBIIHOCTTA Ha JIeKapCTBaTa, II0-CIIelNalHO TeHEPUYHUTE U
KPUTUYHO BaXKHUTE JIeKapCTBa U TEXHUTE aKTUBHU BeIllleCTBa; CUUTA,
4e ObpzKaBUTE 4JIeHKH, upe3 KoMmuTeTa 1o BHIIPOCUTE Ha
(dapmalnieBTMYHUTE MPOOYKTHU 3a XyMaHHa ynoTpeba, KakKTo U
EBponerickaTa areHius 3a OKOJIHaA cpefa u EBporelickaTta areHIus
10 JIeKapCTBaTa, CledBa a y4acTBaT 10 NOOXOMSII] HAYUH B
MMPOy4YBaHETO B paMKUTE Ha CBOUTE 00JIaCTU Ha KOMIIETEHTHOCT;
nmpu3oBaBa KoMucusita, ako e Heo0X0OUMO Bb3 OCHOBa Ha
pe3yaTaTuTe OT OlleHKaTa Ha Bb3[IeUCTBUETO, a YCKOPHU OlleHKaTa Ha
pas3mnpeneneHUeTo Ha BelllecTBaTa U ChINO TakKa, aKo € HeoOX0ouMo,
He3a0aBHO [la mpepa3npenenu 3aabikeHusiTa 3a POIT kbM
CEKTOpUTEe, UOeHTU(PULIUPAHU KaTO OTTOBOPHU; IIpU30BaBa
Komucusra mo kpast Ha 1onu 2026 r. ma nmy61ruKyBa ChoOIIeHue, C
KOoeTo fJa nHpopMupa ObpKaBUTE UJIEHKHN 3a HE3aBUCUMOTO
IpOy4YBaHE U Bb3MOXKHOCTHUTE 3a 'bBKAaBOCT ChIJIAaCHO OUPEKTUBATa C
el Ja ce rapaHTHpa OJOCTBHIIHOCTTA, HAaJIMYHOCTTA U IleHOBaTa
OOCTBITHOCT Ha JIeKapCcTBaTa, KaKTo U [ia mpeanpreMe HeoOXOOUMUTE
MepKHU 3a HabOoieHre Ha CUTYPHOCTTa Ha [OCTaBKUTE Ha JleKapCTBa
1 TOTOBHOCTTA 3a [eMCTBUE IIPU KPU3HU U 3a u30sirBaHe Ha HexXeJlaHU
MIOCIeOUIIM 3a JOCTAaBKUTE Ha JIeKapCTBa, BKIIIOYUTEJIHO IIOCIEOUIH,
Mpou3THUYaIlM OT pa3dnopendbute 3a POII; cuuTa, 4e ako pe3yJiTaTUTe
OT OLleHKaTa Ha Bb3OEHCTBUETO IIOKaXKaT 3Ha4YUTEJIeH PUCK 3a
IIeHOBaTa OOCTBIIHOCT, HaJIMYHOCTTa U JOCTBHIIHOCTTA Ha
JleKapCcTBaTa, II0-CIelalHO Ha KPUTUYHO BaXKHUTE U T€eHEPUYHUTE
nekapcTBa, Komucusita ciueaBa 0bp30 fa npueMe npeana3Hu MepPKH,
3a Ja rapaHTHpa CUTYPHOCTTa Ha JOCTaBKUTE Ha Te3HU JIEKapCTBa,
BKJIIOUUTENIHO CIIMpPaHe Ha 3aabiizkeHusaTa 3a POII;

IIPpHU30BaBa KomMmucusitTa ma mocTurse HalIpeObK II0O IIPHEMAHETO Ha
aKTOBe 3a U3MbJIHEHHe OTHOCHO oOXBaTa Ha 3a0bJIZKEHUsATa BbB
BPB3KaA C YETBBPTUYHOTO IIPEYUCTBaHE, 3d Ja Ce Jade ACHOTa Ha
ObPZKaBUTE YJIEHKH, OIIEPATOPUTE Ha OTIIaAbYHHU BOOU 1



10.

11.

12.

13.

CBOTBETHHUTE 3aMHTEPECOBaAHU CTPAHHU II0 OTHOINIEHKNE Ha CBBEP3aHUTE
C TOBa pa3xonu;

IIog4dyepTaBa, 4€ Pa3XoaguTe, CBbP3aHU C aBaHT'apPpOHUTE TEXHOJIOTHN
3d IIPeYruCTBaHEe Ha OTIIadbYHUTE BOOU, HE CJiedBa Oa Ce ITPEXBLPIIAT
BBPXY HAHBKOIIJIIATOUTE U HOTpGGI/ITeT[I/ITe Ha BOJa, a CiieBa Oa Ce
IIoeMart IIO CIIpaBEOJINB U ITPOIIOPIIHMOHAJIEH HA4YHWMH OT OHE3U CEKTOPH,
KOHUTO OOIIPHHACAT 3da 3aMBPCABAHETO;

Ipu30BaBa 3a cuupaHe (,CrIupaHe Ha YaCOBHUKA") Ha MpUIaraHeTo
Ha pasnopendute 3a POII 1 Ha 3ab/IKEeHUSATA 3a YETBbPTUYHO
[IpeYrCTBaHe U CBbP3aHUTE C TIX (PUMHAHCOBU 3aAbJIXKEHUS [0
MIPUKJII0YBAHETO Ha MPOYYBAHETO U OLleHKaTa Ha HETOBUTE
KOHCTaTaluu OT CTpaHa Ha Komucusra;;

rnoguyepTana, ye 3agbiaxkeHueTo 3a POII ce npuiara egfHakBoO 3a
BCHUYKM OpPyZKeCTBa, KOUTO IMyCKaT NPOOYyKTHU Ha nalapa Ha EC,
HEe3aBUCUMO fanu ca npousseneHu B EC unu u3BBH HETO, C LieJl fa ce
rapaHTUpaT eqHaKBU YCJIIOBUS Ha KOHKYPEHLUS U Oa Ce
IIpefoTBpaTaABaT HEJIOAIHU KOHKYPEeHTHU IIPeIUMCTBa; IIpu30BaBa
KomucusTta na u3sicHU Kak npoussoputenute u3sBbvH EC 111e cria3BaTt
3apbikeHusaTa 3a POII, 3a ma ce nu3berHat HapyueHus Ha
KOHKYpPEHIUATA U a FapaHTUpaT eqHaKBU yYCJIIOBUS Ha KOHKYPEHLIVS;

nmogyepTaBa, 4Ye HEOOCTUTBT HA JIEKapCTBa Bede e IoJIsiMO U
HapacTBallo Ipegu3BuKaTescTBo B EC; moguepTaBa HE0OXOOMMOCTTa
Ia ce ChXpaHU KamalMTeThT 3a PapMalleBTUYHU U3CJIeABaHUS,
pa3BoOlHAa JEeUHOCT U IPOMU3BOCTBO U YyCTOMYMBOCTTA Ha BepUrara Ha
mocTtaBku Ha EC;

IpHU3HaBa cOenu@uKaTa Ha TeHEpUYHUTE JIeKapCTBa M AOCThIIa A0
JleKapCcTBa KaTo L5710 U Ipu3oBaBa KoMucusaTa U Obp2KaBUTE YJI€HKU
BHUMATEJIHO 1 HEeIIPeKbCHATO AJa HabomaBaT Bb3OeNCTBUETO Ha
OUpeKTHUBaTa BbPXY IleHOBaTa JOCTBHIHOCT, HAJIUYHOCTTA U
OOCTBITHOCTTA Ha TE3U JIeKapCTBa, KAKTO Ce U3UCKBa CBhIJIACHO
npepa3rnenanaTa [IIITOB, ¢ 1ien ga ce n3berHar HexXelaHU
NMpeKbCBaHMUA Ha JOCTAaBKUTE UM IIOBUIIEHUS Ha IIEHUTE;

MIPUIIOMHS, Ye OUpPeKTHUBaTa IIpegBUKaa 'bBKAaBOCT U Bb3MOXKHOCT 3a
IIpujaraHe Ha IIPOIIOPLHMOHAIHY MEPKHU, 3a [la Ce rapaHTHpa, e
3anbiaxkenusTa 3a POII He 3acTpalinaBaT ¢puHaHCOBaTa JOCTBHIIHOCT,
HaJIMYHOCTTA UJIM JOCTHIIHOCTTA Ha JIeKapcTBaTa; Ipru30BaBa
ObP2KaBUTE YIEHKH, KOTAaTO U3TOTBAT U IIpUJIaraT HallMOHAJIHU CXEeMU
3a POII, BHUMaTEeNMHO Oa OlieHsBaT U pa3rjexkaaT HaaJlesKHOo
000CHOBaAHUTE U MOOKPENEHH C oKa3aTeJICTBA ONacCeHtsI, CBbP3aHU C
HeXXeJlaHU IOCJIegUuIld OT OIUPEKTHUBATa, KaTo OOPBIIAT CIEeInalHo
BHUMaHME Ha TeHepUYHUTE JIeKapCTBa; IPUIOMHS 3a0b/IZKEHUETO Ha
KoMmucusita ga HaOI0maBa ¥ JOKJIagBa OTHOCHO Bb3[EHCTBUETO
BBPXY LIeHOBaTa HOCTBHIHOCT, HAJIMYHOCTTA U JOCTBHIIHOCTTA Ha
JleKapcTBaTa U [a rapaHTUPa BceoOXBaTHa OIleHKa [10 Kpas Ha

2033 r. u oTHOBO 10 Kpasd Ha 2040 r.;



14.

15.

16.

17.

18.

oTOeJsisi3Ba obaye IIpegru3BHUKaATEJICTBATa, CBbP3aHH C U3IIOJISBAHETO
Ha CTHUMYIJIa, ITIOPpagu TPYOHOCTHUTE IIPU ITPDOMEHUTE B ChCTaBa Ha
JIeKapCTBaTa, KOUTO MOZXKe€ Ja M3NUCKBaAT 06I_T_II/IpHI/I Hn3cijieagBaHUusd UJIN
HOBHU PaA3pelIeHnd 3a ThbPrOoBHU, ITO-CII€EITNAJIHO 3da TEHEPUYHUTE
JIEKapCTBa;

BBB Bpb3Ka C TOBa IMPUIIOMHS, 4e 0T KoMucusita ce u3ncKBa pemdoBHO
Ia olleHsBa JaJii OPYTH MPOAYKTHU U CEKTOPU, KOMTO OKa3BaT
3HAYUTEJIHO Bb3IEeNCTBHE BbPXy TOKCUYHOTO 3aMbpCsIBaHe Ha
OTIIagbYHUTE BOOHU, ClIedBa Aa ObaaT BKIIIOUEHHU B cucTeMaTta 3a POII,
3a fla ce TapaHTHPA, Ye CBbP3aHUTE C TOBa Pa3XOAu Ca CIpaBemJIhuBO
pas3npeneneHu U He MagaT BbPXY I'pakaaHUTE U ITOTPeOUTENUTE Ha
BOZQ;

MMOOKPeIlsa HayYHUTE U3CeqBaHUsA U UHOBAIIMUTE B 00JIacTTa Ha
€KOJIOTUYHO YCTOMUYUBUTE papMalleBTUUYHYU IPOOYKTU U
aBaHrapJHUTE TEXHOJIOTUU 3a IIPeYrCTBaHe Ha OTIagbiyHU BOOY;

IPUIIOMHS, Y€ B CbOTBETCTBME C Moaxona ,EqHo 3gpaBe” 3amurara
Ha 3[paBeTo Ha XopaTa, 3allliTaTa Ha 30pPaBeTO Ha XKUBOTHUTE U
3alqUTaTa Ha 3OpaBeTO Ha OKOJIHaTa cpefa ca Hepa3puBHO CBbP3aHU;
nogyepTaBa, 4ye OOCTHIIBT OO JIeKapCTBa M Ola3BaHETO Ha OKOJIHAaTa
cpepa TpsiOBa [a Ce OChIIeCTBSIBAT eJHOBPEMEeHHO, 0e3 ma ce mOoIyCKa
€IHOTO [Ia Ce M3MO0JI3Ba KaTO MPEeTEeKCT 3a HaMaJIIBaHEeTO Ha
aMOUIIUUTE B OPYTrOTO;

Bb3JIara Ha CBO4 IIpeacenaTell da IIpegage HaCTosdAlllaTa PEe30JII0ITn A
Ha CbBeTa, Ha KoMucusara u Ha IIPaBUTEJICTBATA U IIaPJIaMEHTHUTE Ha
ObPZKaBUTE YJIEHKH.



