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EBPOIMENCKA KOMUCUKA

Bbprokcen, 10.2.2012 r.
COM(2012) 49 final

2008/0255 (COD)

HN3meneHno MNPEIJIOKCHUC 3a

PETJIAMEHT HA EBPOIIEVMCKHS TIAPJIAMEHT U HA CHbBETA

3a u3meHenue Ha Pernament (EO) Ne 726/2004 no oTHomienne Ha HHGOPManUATA 3a
IIHPOKATA 00IECTBEHOCT OTHOCHO JIEKAPCTBEHH NMPOAYKTH 32 XyMaHHa ynoTpeoa,
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OTIIYCKAHM I10 JIEKAPCKO NMpeANnucaHue

(Texct ot 3HaueHue 3a EUII)
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OBACHUTEJEH MEMOPAH/IYM

Komucusita npencrasst u3sMeHeHO TpejioxkeHue 3a Pernament Ha EBponelickus mapiaMeHT u
Ha ChbBeTa BBB BpB3Ka ¢ MH(OpMANUATA 33 IMIMPOKATa OOIIECTBEHOCT OTHOCHO JICKApPCTBEHU
MPOAYKTH, OTIYCKaHM IO JIEKApCKO TpeanucaHue. B H3MEHEHOTO mpeuiokKeHue ca
BKIJIIOYCHU U3MCHCHMUATA, MTPECAJIOKCHU OT EBpOHCfICKH?[ MnapJJaMCHT Ha I'bPBO YCTCHE, KOUTO
Komucusta cuurta 3a npuemnuBu. C el NOCTUTaHE Ha IMpaBHA SICHOTA M YJIECHSBAHE Ha
OOMKHOBEHATa 3aKOHOJATENIHA NpoLeaypa, HacTosmMAT TekeT 3ameHs COM(2011) 632
OKOHYATeJIeH, KOMTO BCIEICTBUE Ha TOBA OMBAa OTMEHEH.

1.

KOHTEKCT

Ha 10 nekemBpum 2008 r. Komucusita npue mnpennoxkeHue 3a PeriameHT Ha
EBponeiickus mapnamenT u Ha ChBeTa BBB BpB3Ka ¢ MH(POpMaIUATa 32 MIMPOKATa
OOIIECTBEHOCT OTHOCHO JIEKAPCTBEHU MPOAYKTH, OTIYCKaHH IO JIEKapCKO
npennucanue. ToBa mpemioxkenne Oemie n3npareHo Ha EBponeiickus mapiaMeHT u
Ha CobBeta Ha 10 nexemBpu 2008 r.

NkoHOMHUYECKHIT U COLMAJIEH KOMHUTET NpPEACTaBU CTaHOBHILETO cu Ha 10 1oHuM
2009 r., a KomutersT Ha peruonure — Ha 7 oktromBpu 2009 r.

Ha 24 noemBpu 2010 r. EBponeiickusaT mapjiaMeHT Mpue 3aKOHOAATEIHA PE30JTIOIHUS
Ha TbPBO YETEHE.

IIEJ HA IPEJJIO)KEHUETO HA KOMUCHSTA

OOwonoNUTHYECKUTEe  LEIM  Ha  NPEUIOKEHUSTa  3a  HU3MEHEHHEe  Ha
HupextuBa 2001/83/EO u Ha Permament (EO) Ne 726/2004 ca B CBHOTBETCTBHE C
obmuTe 1nenu Ha 3akoHogarencTBoto Ha EC B oOmactra Ha (apmaneBTUYHHUTE
nponaykTH. Te ca HaCOYEHH KbM OCUTYPSIBAHETO Ha MPABUIHOTO (YHKIMOHUpPAHE Ha
BBTPEIIHUS Ta3ap 3a JEKapCTBEHM IMPOAYKTU 3a XyMaHHa ymnoTpeda M IMO-BHCOKA
CTENEH Ha oOma3BaHe 3apaBeTo Ha rpaxaanure Ha EC. B TO3u cMmuchi c
MIPEUIOKEHUSATA CE 11T TO-KOHKPETHO:

® a ce MPEIBUIU sSCHA paMKa 3a MPEIOCTaBSIHETO HAa MHQOpMAIUs OT CTpaHa Ha
TUTYJIIPUTE Ha pa3pellieHus 3a ThProBUsS OTHOCHO Pa3NpOCTPAHSBAHUTE OT TAX
JeKapcTBa, OTIYCKaHW caMO IO JIEKapCKO TpeanucaHue, 3a IIHpoKaTa
OOLIECTBEHOCT, € ILeJ1 TapaHTUpaHE Ha paluoHajgHaTa ymnorpeba Ha Te3H
JIeKapCcTBa, KaTo CHIIEBPEMEHHO CE€ rapaHTHpa, Y€ 3aKOHOJATeIHAaTa paMKa IIe
NPOABIDKK Ja 3a0paHsBa HacodeHaTa MPAKO KbM MOTPEOMTENUTE peKiamMa Ha
JIeKapcTBa, OTITYCKaHU CaMo MO JIEKaPCKO MpeANICaHue.

ToBa MOXe€ Ia c€ IIOCTUTHE KaTo:

® Cc OCUTYpU BHCOKO KaueCTBO Ha MH(MOpMAIHSTA IMOCPEACTBOM TOCIIEOBATEITHO
npUJIaraHe Ha sICHO OTpeCIICHH CTaHIapTH Ha 1suiata reputopus Ha EC;

® Cc Ch37aJaT BB3MOXKHOCTU 3a MPENOCTaBsHE Ha WHQPOpPMAIUs IMOCPEICTBOM
KaHaJIU, KOUTO OOCIyXBaT MOTPEOHOCTUTE U BBH3MONKHOCTHTE HA PA3THUUYHU
KaTeropuy MalyueHTH;
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e (e IO3BOJM Ha TUTYJSIPUTE HA Pa3pellCHUs 3a THPrOBUS A IPENOCTABAT IIO
pazOmpaeM HauWH OOCKTHMBHA W HEMPOMOLMOHATHA WH(POPMALUS OTHOCHO
IIOJI3UTE U PUCKOBETE OT TEXHUTE JIEKapCTBa;

e Ce MpeABUAST MEPKU 32 MOHMTOPHHT W MpHJIaraHe, Taka 4e Ja ce rapaHTupa, 4e
NpeoCTaBsAIUTe WHPOpPMAIHMITA CE MPHUIBPKAT KbM KPUTEPUUTE 32 KadecTBO,
KaTo CHIIEBPEMEHHO ce N304TBa U3HUIIHATA OFOPOKpAIIHSL.

Hacrosiioto u3mMeHeHo npeiokeHne € B ChOTBETCTBUE C LENINUTE 3a BKIIOYBAHE Ha
MEpKH, C KOUTO C€ YCTAaHOBSIBAT BHCOKM CTaHAApTH 3a OE30MacHOCT Ha
JexapcTBeHuTe npoayKkTH. [lopaau ToBa, ¢ ornea Ha BiIM3aHETO B cuiia Ha /loroBopa
ot JlucaboH cieq MpUeMaHETO Ha NpeasiokeHuero Ha Komwucusra, B ImpaBHOTO
OCHOBaHME Ha H3MEHEHOTO MpeIoKEeHHe ce aoOaBsa uineH 168, maparpad 4 ot
JloroBopa 3a QpyHKIHOHUpaHeTO Ha EBpornelickust Chio3.

MU ma mnocaemHo MACTO, HACTOANIOTO M3MCHCHO IMPCATIOKCHUC OJOIIBbJIHHUTCIHO
nmoaCuIBa IpaBaTa Ha IMALIUCHTUTC. HO-KOHKpCTHO TUTYJPUTC HA PA3PCIICHHUA 3a
ThProBusa BCYC HiAMA Ja HWMAT BB3MOXKHOCT, a MIC 6’I)I[aT 3aAb/DKaBaHU Ja
OpeaoCTaBsAT Ha PaA3MOJOKCHHUE OIIPECACIICHA I/IH(I)OpMaI_II/ISI, KaTO HaIlpuMep
HHq)OpMaHHﬂ 3a CTUKCTUPAHCTO U JIMCTOBKATA C YII'bTBAHUA.

CTAHOBHMIIE HA KOMHUCHATA 11O U3SMEHEHMSATA, IIPUETA OT EBPONEWCKUS
IHHAPJIAMEHT:

Ha 24 wnoemBpu 2010r. EBpomneiickuatr mnapiaMmeHT npue 12 HU3MEHEHHUsS Ha
MpeNIoKEHUETO 3a PermameHT BBB Bpb3Kka € HHPOpMalusaTa 3a LIMpOKaTa
OOIIIECTBEHOCT OTHOCHO JIEKAPCTBEHU MPOAYKTH, OTIYCKaHH IO JIEKapCKO
npennucanue. Komucusta cuurta, 9e Mo-rojisiMa 4YacT OT M3MEHEHHMsSITa Ha
EBpomneiickus mapiaMeHT ca NPUEMIIMBU U3LUI0, M0 NPUHIMI, WIM YaCTUYHO, ThH
KaTo ca B MIOJIKpena Ha IeJIUTEe U LJIOCTHATA CXeMa Ha IIPEIOKEHHETO.

ITopagu ToBa Kommcusara nmpueMa M3LSAI0 WIM YaCTUYHO CIIEJHUTE W3MEHEHHs Ha
EBponeickus napiaMeHT:

Cbobpaxenue | e H3MEHEHO B CBHOTBETCTBME C H3MEHeHHe |, B KoeTo ce
noauyeprasa, ye B cpoOumeHnero Ha Komwcusara, mpencraBeHo Ha 20 1nexkeMBpuU
2007 r., oTHOCHO ,Jlokiag 3a chlIecTByBallaTa IpakTHKa [0 OTHOIIEHHE Ha
MIPEIOCTABIHETO Ha MHpOpMAnUs Ha MALMEHTUTE OTHOCHO JIEKapCTBEHUTE
MPOAYKTH c€ M3ThKBa HEOOXOIMMOCTTa OT NpELU3UpaHe Ha pa3rpaHUYEHUETO
MEX1y pekiiamMa u HHpopMaius.

C usMeHeHue 2 B choOpakeHHE 2 C€ MOSICHSBA, Y€ C BMBKBAHETO HA HOB JsI B
Hupextusa 2001/83/EO ce memnu 1a ce MOCTaBH aKIEHT BbPXY MIpaBaTa U HHTEPECUTE
Ha MaIMEHTHTE.

B cworBercTBHE ¢ um3MeHenme 6 B uieH 200, maparpad 1 ce yrtouHsBa, ue
HE3aBUCUMO OT TOBa, Y€ IMPEIBApUTEIHUAT KOHTPOJ Ha uHpopMmanusara 3a
JEKapCTBEHU NPOAYKTH, 0JOOPEHNU M0 LIEHTpaIu3MpaHaTa Ipoueaypa, ce U3BbpIIBa
OT ATeHLUATa, OTTOBOPHOCTTA 332 MOHUTOPUHIA HA HH(POPMALIUATA € Ha IbpXKaBUTE-
yieHku. llenecboOpa3HO € CHCTEMHO Ja ce rapaHThpa, 4e ATreHIUsTa HOCU
OTTOBOPHOCT U 3a KOHTpOJAa Ha MH(pOpMaLuATa, MPeJOoCTaBeHa Ha Pa3MOJIOKEHUE
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ype3 HHTEpHET yeOcailToBe, perucTpUpaHu B IbpXKaBUTE-WIEHKU. BbBexnar ce
CHELMATHU pa3nopeadu, KOUTO Aa MOACHAT (PyHKIMOHUPAHETO Ha TO3M MEXaHU3bM
32 KOHTPOJ B MOJOOHW ciaydaw Ha MHQOpMaLus, MPEIoCTaBsHA Ha Pa3MOI0KECHUE
ype3 MHTEpHET yeOcalToBe, PETMCTpUpAaHU B JbprkaBUTe-wieHKH. Komucusara
OTYUTA M3PA3CHUTE OT HAKOJIKO JbP’KAaBU-UJIEHKH OIACEHMs] BbB BPbB3Ka ChC
CHOTBETCTBUETO Ha IPEMJIOKEHUTE MEPKU C TEXHUTE HALMOHAIHHM KOHCTUTYLMU.
KoMmucusita mmMa roTOBHOCT Ja YCTaHOBH AMAJIOT ChC CHOTBETHUTE ABP)KABH 3a
HaMUpaHE Ha MOAXOMASIIM PEIICHUS, KOUTO CBUICBPEMEHHO B IIbJHA CTENEH [a
3ayuTaT LEIUTE Ha JUPEKTUBATA.

ChrioacHo u3MeHeHHe 7 QyMUTe ,,Ha pasnpocTpaHeHue B uieH 200, maparpad 2 ce
3aMEHSIT C ,,1a OBbJIe MPeIOCTaBeHA Ha Pa3IoIoKEeHNe .

B u3menenune 9 ce mpenBmxkia mnpoieaypara mo OTHOIIEHHE Ha CIy4yau, B KOMTO
ATreHImsITa U3UCKBA Ja OBJAT HANPaBeHHW MPOMEHH B MH(OpMAINMsITa, IIpeICcTaBeHa
3a KOHTPOJ, KaKTO U MPUJIOKUMaTa Takca, KOSATO cielBa Aa 0bae MpornoplUruoHaTHA
Ha M3BBPIICHATA NOMBJIHUTENHA padoTta. [Ipeasua ToBa, ye HOpMATHUAT CpPok € 60
TTHU, TOBJIHUTEITHUAT CPOK ciieqBa aa ob1ae 30 aHu.

C umsmenenne 10 ce m3mens wien 57, maparpad | oTHOCHO T.Hap. 0aza HaHHU
EudraPharm u ce npenBmxna, 4e Ts cieqBa ga ObJe AOCThITHA HA BCUYKH €3UIU Ha
EC. Ilogob6na mpomsiHa O¢ BBBElEHA IO OTHOIIEHWE Ha odopmileHHeTo Ha Oasara
JAHHU; OT JpyTra CTpaHa ChAbpiKallata ce B 0a3ara JaHHM MHpoOpmauus me O0ble
AOCTBhIIHA HA €3MIHUTC HAa ABPKABUTC-YJICHKH, B KOUTO € Pa3pCUICH JICKAPCTBCHUAT
npoaykT. OcBeH TOBa HE € HEOOXOJWMO MOMBIHUTEIHO Jla C€ TMOSCHSBA, Ye
npegocTaBeHaTa HHPOPMaLUs € 32 HECIIEIIHAIICTH, Thil KaTO B CbOTBETCTBHUE C WICH
57 Bede e MpEenBUICHO, Y€ TS CiieaBa Ja ce GOopMysHpa MO MOIXOMASI] U JIECHO
pazbupaeM HayuH.

N3menenue 12 mpensuxna, ue EudraPharm crnensa akTtuBHO na ce momymsipusupa
Cpell eBpOIeHCKHUTEe rpaKaaHu. ToBa clie[[Ba ja CTaHe MOCPEICTBOM pa3padOTBaHETO
Ha EBpOMNCHCKUS HMHTEPHET TopTal 3a JiekapcTBa, ch3maneH ¢ Permament (EC)
Ne 1235/2010 xaTo HEHTpaIHO MSICTO 3a JOCTBII A0 HMH(OpMAIMs BBB Bpb3Ka C
JekapcTBeHuTe npoayktu. OT JIpyra cTpaHa He € Ienecho0pa3sHo MH(pOpMalusaTa,
KOSITO € TOCThITHA HAa yeOCcalTOBETEe HA TUTYJISIPUTE HA Pa3pelIeHus 32 ThProBus, 1a
ce Be3npousBexaa B EudraPharm, xosito € myOnmuna 6a3za qaHHu.

OTPAKEHME BbPXY BIOJKETA

[Ipemnoxennero HsIMa OTpakeHHe BpXyY OrokeTa Ha Chio3a.

3AKJIOUEHUE

Kato B3e mpensun wien 293 ot JloroBopa 3a QpyHKIIMOHMUpaHETO Ha EBporeickus
cb103, Komucusita u3aMeHsi CBOETO MpeJIoKEHUE, KAKTO CIIeABa:
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2008/0255 (COD)
N3mMmeneno MNPEAJIOKCHUC 3a

PETJIAMEHT HA EBPOIIEMCKUS TAPJIAMEHT U HA CHBETA

3a u3meHeHue Ha Perinament (EO) Ne 726/2004 no oTHomeHne HA HH(pOpMALMSATA 32

HIMPOKATA 00IECTBEHOCT OTHOCHO JIEKAPCTBEHH MPOIYKTH 32 XyMaHHA yNoTpeda,

OTIIYCKAHH 10 JIEKAPCKO NpeaAnucanue

(Texct ot 3HaueHue 3a ENII)

EBPOITEMCKUAT ITAPJJAMEHT U CbBETHT HA EBPOITEMCKUS CBIO3,

Kato B3exa mnpeaBun JloroBopa 3a eb3aaBatte—Ha—EBponetekara—(YHKIMOHNPAHETO Ha

EBponeicKusl ChbI03 06HIHOET, U IO-CIeNUaIHO WieH 95-114 u uaen 168, maparpad 4,

OVKBa B) OT HETO,

o 1
KaToO B3€Xa NMpeABUI IIPEIIIOKCHUECTO HA EBponeiickaTa KOMUCHSITa ,

KaTo B3€Xa NpeaABUa CTAaHOBUIICTO HA EBpOHCI\/JICKI/Ifl NKOHOMHNYCCKHN U COIIMAJTICH KOMI/ITCTZ,

3
KaToO B3€Xa NpeABUA CTAHOBULICTO HA Komurera Ha PETrUOHUTE ,

B CHOTBETCTBHE C 0OMKHOBEHATA 3aKOHOAATEJIHA NPOLICypata; HpeABHACHa B HHeH251-0oF
4
HoroBopa ,

KaTo uMart npeaBui, 4ec:

(1)

Ha 20 nexkemBpu 2007 r. Komucusita npeacraBu Ha EBpomneiickus mapiamMeHT M Ha
CpBera cboOILIeHHEe OTHOCHO ,,JI0KJIa/a 3a ChIIeCTBYBallaTa MPAKTHUKA MO0 OTHOIICHHE
Ha TMpeJOCTaBiHETO Ha MH(oOpManus Ha TMAlUEHTUTE OTHOCHO JIEKapCTBEHHUTE
npoxykTi*. B MOKTaga ce mOCTHra 10 3aKTIOYCHHETO, Ue JbP)KABHTE-WICHKH Ca
IOpUEIH Pa3IMYHM NpaBWIa W TNPAKTUKU 10 OTHOLIEHHWE Ha MpPEJOCTaBSHETO Ha
nH(popMalus, BCIAEACTBUE HA KOETO MAIUEHTUTE M IIMPOKaTa OOIIECTBEHOCT MMAT
HEepaBeH JOCThHII 10 MH(OpMaLUs 3a JIeKapcTBEHUTE MpOoAyKTH. HaTpymaHusat npu
MpUJIaraHeTo Ha JelcTBallaTa paBHa paMKa OMUT ChILO U3BAU HA MOKa3 pa3vyus B
TBJIKYBaHETO Ha MpaBuiaTa Ha O6mueerraCblo3a OTHOCHO peKiaMaTa, KakTo H
MEX]y HAI[MOHAJIHUTE pa3nopen0r OTHOCHO MPEAOCTaBsIHETO HAa MH(OpMalusi, KaTo
H3TbKHA He00X0AMMOCTTa OT Npenu3npaHe Ha PpPa3srpaHUYeHUeT0 MexKAy
pexkyaama u undopmanus.

[ N N

OBCI...1, [...], ctp. [...]
OBCI[...1, [...], ctp. [...]
OBCI[...1, [...], ctp. [...]

COM(2007) 862.
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2)

€)

(4)

©)

(6)

BwmbkBaneto Ha HOB asut VIIa B [lupextura 2001/83/EO Ha EBporelickust mapiaMeHT
u Ha CwBera oT 6 HoemBpu 2001 r. 3a yTBBp:KIaBaHe Ha Kojekc Ha OOIIHOCTTa
OTHOCHO JIEKaQpCTBEHH MPOAYKTH 32 XyMaHHa yHOTpe6a6 OTrOBapsl Ha TE€3U MPOOJIEMH
MOCPEACTBOM BBBEKJAHETO HA peluiia pa3nopeadu, ¢ KOUTO ce LeIH J1a Ce rapaHTupa
HaJUYHOCTTa HAa BUCOKOKAYECTBEHA, OOEKTHBHA, HAACKIHA M HEMPOMOIMOHATHA
uH(popMalns 3a JEKapCTBEHHTE MPOIYKTH 3a XyMaHHa ymnorpeba, OTMYCKaHH IO
JIEKapCKO TPEANHUCAaHHe, KAKTO M JIa ce TOCTABH AKIEHT BbLPXY NpaBaTa M
HHTEPECHTE HA MAIlMEHTHUTE.

Paznuuusita 1O OTHOIIEHWE Ha TIPEAOCTaBSIHETO Ha WH(OpPMAIUs OTHOCHO
JIEKapCTBEHUTE MPOAYKTHU 32 XyMaHHa ynoTpeda ca HEONpaBAaHU MPH JIEKAPCTBEHUTE
NpoayKTH, paspemienn cbrmacHo st 11 or  Permament (EO) Ne 726/2004 Ha
EBponelickua napiamMeHT 1 Ha CbBera or 31 mapr 2004 r. 3a ycTaHOBsIBaHE Ha
npouexypu Ha OOIIHOCTTA 3a pa3pelIaBaHe M KOHTPOJ Ha JIEKapCTBEHH HMPOIYKTH 32
XyMaHHa M BeTE€pUHApHa ymnoTpeba M 3a cb3laBaHe Ha EBpormeilicka areHuus mno
JNeKapcTBaTa’, 32 KOUTO ¢a 000pEHH 0600IeH e Ha XapAKTEPHUCTHKHATE HA MPOIYKTa
U JINCTOBKA C YNBTBaHMS, BAIMJIHM 3a LisjaTta TepuTopus Ha ObmmeerraCblo3a.
[Topamm ToBa msm VIlla ot Jqupexrusa 2001/83/EO crneasa na ce mpuiara M 3a Te3d
HPOAYKTH.

JupextuBa 2001/83/EO npenBmxia, ue, ¢ HAKOU M3KJIIOYEHUS, HHOH BHAOBE NPEIN
pashpeetpatere JAa 0ObjJe NpeAOCTABEHAa Ha  pa3NoJioKeHUe, HoAAekKaT

I/IH(l)OpMaIII/ISITa MOMJIC)KW Ha KOHTPOJ OT CTpaHa HAa KOMIICTCHTHHUTC HAalWMOHAJIHU

HpoBekAa—HpeBeHH W —teyente: B cilyuas Ha JekapcTBEHHTE NPOIYKTH 3a
xyMaHHa ynotpeba ceriacHo st II ot Permament (EO) Ne 726/2004, cnensa na ce

BbBEJAT H—PA3NOpe 0N OTHOCHO HsHOHBHAOBE Ta3u MHQpopMaius, MoJyiexKalia Ha
NpeABapUTeNIeH KOHTPoJl oT EBpormeiickara areHuus 1o JiekapcrBaTta (HapuyaHa Io-
nony ,,AreHnusaTa“), 1 aa_ce nosicHu_()YHKIUMOHMPAHETO HA TO3M _MEXaHHM3bM 3a
KOHTPOJI B _cJyyaii_Ha uHdopManusi, NpeIocTaBeHa Ha pa3noJioiKeHHe 4pe3

MHTEePHET yedcaliToOBe, PErNCTPUPAHU B ABPKABHUTE-YJIEHKH B ChOTBETCTBHE C
JupexTusa 2001/83/EO.

3a Jga ce rapaHtupa MNOAXOAAIO0 (UHAHCUpaHE Ha JACWHOCTHTE, CBBpP3aHH C
uH(popMaIusATa, CielBa Ja Ce ypeau HOPMATUBHO CHOMPAHETO HA TAKCUTE, KOUTO
AreHIMATa yAbpKa OT TUTYJISIPUTE HA pa3pelieHus 3a ThProBusl.

Ha paBHuniero Ha Cpnlo3a Bede e JoCThLIHA HHBoOpManus 3a JeKApCTBEHHTE

NPOAYKTH IOCPEACTBOM PAa3JHUYHM _0a3¥ JAHHH M NOPTAJH, VIIPABJSBAHH OT
Arennuara wian_or KoMucusiTa M _OTHACSAIIM ce, inter alia, 10 JIeKapCTBEHH
NPOAYKTH M KJIHMHHYHHM M3NMHTBAHHA, KATO HampuMmep nopTajdsT Orphanet 3a
penku 0ojiecTH W _JekapcrBa _cupaun’.  IlesiechboGpasHo e Te3d  pa3jin4Hu
U3TOYHHUIM Ha UMHopManus a ce CBbPKAT INMOMENKAY CH, 33 JIa ce YJEeCHH
00IIECTBEHHUAT AOCTHI 0 TAX. EBponeilicKHAT MHTEPHET MOPTAJ 3a JIeKapCcTBa,

OB L 311,28.11.2001 r., ctp. &7.
OB L 136, 30.4.2004 r., ctp. 1.
COM(2008) 679 oxoHYaTEICH
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(Wh]

co3gagaedn ¢ Periaamenr (EQO) Neo 726/2004, wsmenen ¢ Peraamenr (EC)
Ne 1235/2010°, ciienBa 1a 0bje eIMHCTBEHOTO CHPABOYHO MSCTO 33 JIOCTHLI JI0
TakaBa MHGopManus.

Thpil__KATO TNpPeIBAPUTEIHHUAT _KOHTPOJ Ha MHdopMamusTa 0T CTpaHAa Ha

(8)

)

AreHnmuaTa 1me 0bae (PMHAHCHPAH OT TAKCHTE, KOHTO 3aIIAIAT 3aiBUTEJINTE H
KOHUTO TPSA0OBA Jia 0bJAT KOPUIHPAHH, 1eJecCh00pPa3Ho € a ce MpeIBHIN 1a 0ble
OTJIO:KEHO NPHJIAraHeTO HA pa3nopeaduTe 3a INpeaBapHTe]eH KOHTPOJ Ha
HHGOPMAIHATA OT CTPAHA HA AreHIHATA.

Teii kaTo 1eNTa HAa HACTOSIIMS PETVIAMEHT, a WMEHHO YCTAHOBSBAHETO Ha
crienn(UYHU MTPaBHia 3a MPEJOCTABIHETO Ha MH(OPMAITHS 3a JICKAPCTBEHU MTPOAYKTH
3a XyMaHHa yrnoTtpeda, OTITyCKaH! I10 JICKAPCKO MPEIITUCAHNE U Pa3pelIeHU ChIIIacHO
Pernament (EO) Ne 726/2004, He Moxe na Oblie MOCTUTHATA B JJOCTaThYHA CTETICH OT
IBPKABUTC-WICHKH H MOXE IT0-100pe 1a Ob/Ie MOCTUTHATA HA ©6HHOETHO-PABHUIICTO
Ha Cbi1o3a, O6mHeerraCbI03bT MOXE Ja MpUeMa MEPKU B CHOTBETCTBUE C MPHUHIIMUIIA
Ha cyOcuauapHocT, ypeaeH B uieH S ot JloroBopa 3a EO. B chorBeTcTBHE C
MPUHIUIA HA TIPOTIOPIUOHAIHOCT, YPEJCH B CHIUS WICH, HACTOSIIUAT PErJIaMCHT HE
HAJIXBBPJII HEOOXOIMMOTO 32 TIOCTUTAHETO HA Ta3| I,

Ilopaau ToBa Pernmament (EO) Ne 726/2004 cnensa na Obae ChOTBETHO H3MEHEH,

[NPUEXA HACTOAIINWA PETJTAMEHT:

Ynen |

Pernament (EO) Ne 726/2004 ce u3mensi, KakTo cienBa:

(1)

Cu3naBar ce ciienqaute wieHose 20a, #2006 u 20B:
,,dieH 20a

1.  Pasnopen6ure Ha nsan VIlla na dupextuna 2001/83/EO ce npunaratr mo
OTHOIIIEHHWE Ha JIEKAPCTBEHHU MPOIYKTH, PA3pEIICHU CHIJACHO HACTOSALIMUS I7 U
OTITyCKaHH 10 JIEKAPCKO MpPEIHICaHue.

Ynen 200

1.  Upes peporamus ot uieH 100x, maparpad 1 ot HupextuBa 2001/83/EO,
nHpOpMaLUsATa-3a—FeKaperBeHHHPOAYKTEH, yrioMeHaTa B wieH 1000-—6yxBa—+) oT
ChIaTa JUPEKTHBA, OTHOCHO JIEKAPCTBEHH MPOAYKTH 332 XYMAaHHA ynoTpeoda,
KOWTO ca pa3pellleHH B CHOTBETCTBHE C HACTOSIIUS perjaMeHT, MOJAJCKU Ha
IpeABapHUTENICH KOHTPOJI OT CTPaHa Ha ATCHIMATA Npean Ja 0b/ie MpeI0CcTABeHa Ha

pa3noJo0KeHN epasHpocTpataBaHeroi.

ToBa He 3acsara aeiicteuero Ha WwieH 100i ot lupexkTusa 2001/83/EQ., oTHacs
ce 10 MOHUTOPHHIA OT CTPAaHA HA ALP:KABHTE-YJIEHKH HA NPEJIOCTABIHATA HA
pa3noJjoskeHue nudopmManus.

OB L 348,31.12.2010 r., ctp. 1.
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2. 3a nenurte Ha maparpad 1 TUTYIApSAT HA pa3pelieHue 3a ThPrOBUS MPEICTaBs

Ha AFGHI_[I/IHTa MAaK€T Ha HH(bOpMaHHHTa, KOATO NOMJICKHN Ha—pasHpoectpaHeHreaa
0bJie MpPeI0CTABEHA HA PAa3N0JI0KeHHe.

3. AreHIMsITa MOXKE J1a Bh3pa3u Ha MpeicTaBeHaTa nHGOpMalvs WiIH Ha YacTH OT
Hes Bb3 OCHOBAa Ha HecnmasBaHe Ha pasnopendbute Ha gsn  VIlla nHa
Hupektusa 2001/83/EO B cpok oT 60 nuu cien Hotuduuupaneto. Ako AreHuusTa
HE OTIpaBU Bb3pakeHUE B CpOK OT 60 nHHU, HH(POpMaLUATA CE€ CUUTA 3a MpHUETa U
Moke Aa Obje myOauKyBaHa.

4. Korato THTVJSAPAT HAa pa3pellieHHe 32 THLProBHS NMOBTOPHO NPEJICTABH Ha
ATeHIMATA MaKeT HA HMHOOPMaIMATA, KOSATO NMOMJEKH A2 0bjJe NMPeJIocTaBeHa
HA pa3noJosKeHue, BCIEJCTBHE HA Bb3paskeHHE 0T CTPAaHA HA AreHImMsTa ¢
orJeJ MpuJaraHeTro Ha maparpad 3, ako AreHuusra He Bb3pa3d B cpok ot 30
IHHM, MpepeIaKTHPAHATA HMHGOPMALMA ce CUMTA 33 NPHETA M MOKE 1a 0bae
Nny0JMKYBaHa.

5. AKO TOBa € IeJechLo0pas’Ho, AreHIHATA MOKEe Aa CH CHLTPYIHHUYH C
IbPKABUTE-YWICHKN TNPH  M3NLJIHEHHETO HA 3aJadyiTe, MNpPeIBUICHH B
HACTOSIIUS YJICH.

6. IlomaBanero Ha mHpOpManus Ha AreHIUsATa B CbOTBETCTBHE ¢ Maparpadu ot 1
10 423 MoJUIeKu Ha 3alulallaHe Ha Takca B cboTBeTcTBUE ¢ Permament (EO)
Ne 297/95.

Yien 208

1. YUpe3 neporanusi ot ujedH 1003, maparpad 3 ot JIupektuBa 2001/83/EO
ATEHIMATA 0TroBaps 3a npeaBuaeHus B wieH 200 oT HACTOSIIHS perjaMeHT
NpeIBapuTeIeH KOHTPOJ Ha uHGopManusaTa 32 JeKAPCTBEHHW NPOAYKTH,
paspelieHH B CHLOTBETCTBHE C HACTOSIIMS perjaMeHT, KOSITO ce ChAbpP:Ka Ha
HMHTEPHET _vyeOcaiiToBeTe, PErHCTPHMPAHM _NPH _HAIMOHAJHHUTE KOMIETEHTHH
OPraH¥ _Ha JbpP:KABUTE-YJEHKH B ChHOTBeTcTBHEe ¢ 4wieH 1003 or J/IupeKTHBA
2001/83/E0.

2. Koraro TuUTyJsSp HA pa3pellieHHe 3a TLProBHs Bb3HAMEPSABA JAa BKJIIOYH
uHbopManusa 3a JaJeH JIeKAPCTBEH NMPOAYKT, pa3pelieH B ChOTBETCTBHE €
HACTOSIIHS pPerjaMeHT, HA HHTEPHET YeOCalT, perucTpUpaH B ChOTBETCTBHE C
gyjaeH 1003 or JImpekTnna 2001/83/EQ, Toii _mpenocraBsi mHpopManusTa HA
AreHIHMATa, C OrJjea NpujiaraHero Ha uwjedH 200 oT HACTOSIIMS perjaMeHT,
npeay 1a 0bJe NpeIocTaABEeHA HA Pa3MoJio:KeHHe, M HHPOopMHupa ATreHIUsATa HA
IbpPKABATA-YJIEHKA, B KOSTO HHTEPHET yeO0CcaliThT ce NpeaBH:KIa Ja 0ble
PEruCTPUPAH  WJIM € PErucTpupaH. AreHuusaTa HMHOOpMHpa CHLOTBETHATA
IbpsKaBa-dyJIeHKA 34 pe3yJjrara oT npoueaypara no 4ieH 200.

3. Ypes peporanmsa or ujed 1003, maparpad 4, 6ykBa B) or JlMpekTHBa
2001/83/EO, ako JajJeHa IbpP:KaBa-dyJeHKA HMAa OCHOBAHHMS 32 CbhbMHEHHUS
OTHOCHO TOBA a1 MHPOpMANMATA, 0100peHa B CbOTBETCTBHE ¢ WwieH 200 oT
HACTOSIIMS _perjJaMeHT, NpPeJocTaBeHa Ha pa3noJjoKeHHe Ha perucTpupaH
HHTEPHET veOcalT, oTroBapsi Ha M3McKBaHuATa Ha asaa VIiIa or J/ImpeKkTHBA
2001/83/EO, 11 umHdopMupa AreHIMATa 32 OCHOBAHHUSATA CH 332 INOJ00HH
cbMHeHHsl. CHLOTBETHATA JBP:KABA-YJIEHKA M ATEHIHMATA I0JaraT BCHYKH
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YCHJIMS, 32 1a NMOCTHUTHAT CBhIJIACHe OTHOCHO JIeHiCTBMETO, KOETO CJIeIBa Jia ce
npeanpueMe. AKO Te He VCIeAT A NMOCTUTHAT ChIJIacHe B paMKHTE Ha JABa
Mecela, CAVYAAT ce oTHAcs g0 PapMaleBTHYHHS KOMHUTET, Ch31A/IeH 10 CHIATA
Ha Pemenne 75/320/EMO na ConBera(*). EBEHTVAJIHO HEO0XOJAMMHUTE MEPKH
MOraT _Ja 0bJaT NPHETH CaMO _CJeJX  H3rOTBSHETO HA CTAHOBHMIIETO HA
MOCOYECHHS KOMUTET. A bpKaBUTe-WICHKH U ATCHIMATA B3eMAT I10J BHUMaHHeE
CTAaHOBHINATA HAa dapManeBTHYHHS KOMHTET M HHOOPMHpPAT KOMHTETAa 3a
HAYHMHA, 10 KOWTO MHEHHETO MY € OMJIO B3€TO MPEABHI.

(*)OB L 147, 9.6.1975 r., cTp. 23.%

B ujien 26 ce 1od0aBs ciaeanudart naparpad 3:

3. EBponeiickusiT MHTEPHET MOPTAJI 34 JIEKAPCTBA ChAbP:KA NPENPATKH IMOHE
KBbM:

a) 0a3aTa JaHHM 32 JEeKAPCTBEHHUTE NMPOAVKTH, IOCOYEeHA B WieH 57, maparpad
1, OYyKBa JI) OT HACTOSAIINSA PerjJaMeHT:

0) 0asara nauum Eudravigilance, nocoyena B 4jieH 24, naparpad 1 u 4ien 57,
naparpad 1. 0ykBa r) oT HACTOAIIMSA PerJaMeHT;

B) 0a3aTa JaHHHU, mocodyeHa B wieH 111, maparpad 6 ot JlupexTusa 2001/83/EO:;

r) nopraja Orphanet 3a peaku 00J1eCTH M JIEKAPCTBA CUPALIN;

) 3apaBHUA noprtaj, nmocoueH B Pemienuwe 1350/2007/EO uwa EBpomneiickusi
napjgaMeHnT 1 Ha CbBera(*).

(*JOB L 301.20.11.2007 r., cTp. 3.*

B ujen 57, naparpad 1 6ykBa J1) ce 3aMeHsl ChC CJIETHOTO:

“

(5

,JI) Ch3/1aBaHe Ha 0aza JaHHU 3a JICKApPCTBEHHUTE MPOAYKTH, 10 KOATO J1a UMa JIOCTHIT
OOIIECTBEHOCTTa M_KOSITO MO3BOJISIBA ThpPCeHe HA BCHYKH 0QUIMAIHA e3WIH HA
Cn103a, U OCUTYpSIBaHE Ha HEHHOTO OCHBPEMEHSIBAHE W YIPABICHUE HE3aBHCHMO OT
ThPrOBCKHTE WHTepecH Ha (apMaleBTUYHUTE Jpy)KeCcTBa; 0Oas3ara JIaHHU
MoJroMara ThbpCceHeTo Ha MH(OpMaIHs, KOSTO Beue € pa3pelieHa 3a BKIIOYBAHE B
JMCTOBKY C YITbTBAaHHS B OMAKOBKUTE; ChIaTa BKJIIOYBA pa3/ieil 3a JCKApCTBCHUTE
MIPOAYKTH, pa3pellieHH 3a Mpuaraie BbpXy Jela; HHpopManusaTa, NpeocTaBsHa Ha
o01ecTBeHOCTTa, ce (OpMyITUpa IO TOAXO/ISIII U JIECHO pa3OupaeM HaYWH.

B unen 57, naparpad 1 ce no6ass cinennara 6yksa ¢):

D) HpeaocrapsHe Ha NperJjel Ha WHPOpMANMITA, MPEJOCTaBEHA Ha IIHPOKaTa
OOIIECTBCHOCT Ha—eFaHOBHIHa OTHOCHO JIGKAPCTBEHHW NPOAYKTH 3a XyMaHHa

ynotpe0a, OTITyCKaHH T10 JIEKapCKO Mpeanucanme.

B ujien 57, naparpad 2 nbpBara ajJuHes ce 3aMeHs ChC CJIEeIHOTO:

,»2. bazara nanuu, npenBuaeHa B maparpad 1, Oyksa i), BKIOYBa 0000IICHUATA HA
XapPaAKTCPUCTUKUTC HaA HNPOAYKTHUTC, TMPCAHAZHAYCHUTC 3a TMMAUCHTUTC HIINU
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MOTPEOUTEIUTE JUCTOBKM C YIMBTBAaHHS B ONAKOBKHTE W (UTypupaiiaTa BbPXY
etuketute MHpOpManus. Pa3paboTBaHeTo Ha 0a3zaTa TaHHU Ce U3BBPIIBA Ha CTAllH,
KaTo ce JaBa NPHOPUTET Ha JICKAPCTBEHHTE MPOAYKTH, Pa3pEIICHH ChIIACHO
HACTOSIIMS PErfaMeHT, U HPOAYKTHTE, paspeiieHu cbriacHo msut III, rimaBa 4 ot
Hupextua 2001/83/EO u cworBetHo ot JupekruBa 2001/82/EO. bazata manHu
NOAJICKH HAa MOCIEIBAIO Pa3lIMPsSBaHE C LeJl BKIIOYBAHE HA BCHYKU IyCHATH Ha
naszapa Ha tepuropusaTa Ha ECblo3a jekapcTBeHH nponaykTd. Ta3zu 6a3a JaHHM ce
NONyJISIPU3HPA AKTHBHO cpej rpaxaannTe Ha EBponeiickus ¢bio3.%

Ynen 2

HacTosmusaT periaMeHT Biu3a B CHJIA Ha JBAJCCETHS JICH CJell IMyOJMKYBaHETO MYy B
Oduyuanen secmnux na Eeponeiickus cvio3.

Toii ce mpujaara or [OB: BMLKBa ce JaTaTa Ha BJHM3aHe B CHJal, ¢ M3KJII0OYEeHHE HA
yiaed 1, maparpadpu 4 um 8, koutro ce npuiaarar or [OB: BMBbKBa ce aarara Ha
nyoJaukyBane + 4 roquaul.

HaCTOSIHH/IHT PErIaMCHT € 3aAbJDKUTCIICH B CBOATA ILAJIOCT U CC IMpUJiara npsaKko BbB BCHUYKU
ABPIKABU-UJICHKH.

CscraBeno B bprokcen Ha rOJIMHA.
3a Eseponetickus napramenm 3a Cveema
Ilpeoceoamen IIpeoceoamen
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SAKOHOJATEJIHA ®PUHAHCOBA OBOCHOBKA 3A NPEJJVIOKEHUWSA

PAMKA HA TIPEJVIOXKEHUETO/UHULIUATUBATA

1.1. HawmmeHoBaHME Ha MPEIOKECHUETO/MHUITNATHBATA:

1.2. CpoteTHa(-1) 00sacT(-1) Ha MOJIUTHKATA B CTpyKkTyparta Ha Y JI/BJ]
1.3. EctecTBO Ha npeIoKEHNETO/HHUIINATUBATA

1.4. Ien(n)

1.5. OO6ocHOBKa Ha MPeI0)KEHUETO/MHUIIMATUBATA

1.6. Cpok Ha neiicTBre U (pUHAHCOBO OTpaKEHUE

1.7. TlpenBuaen(u) MeTona(H) HA YIPABICHHUE

MEPKMU 3A YIIPABJIEHUE

2.1. IlpaBuna 3a HaOnIOEHNE U TOKJIa/IBAHE

2.2. Cucrema 3a ynpaBiI€eHUE U KOHTPOJI

2.3. Mepku 3a npeaoTBpaTsIBaHE HA U3MAMHU U HEPETHOCTH

OYAKBAHO OUHAHCOBO OTPAKEHUE HA
NPEJJVIOKEHUETO/MHUILIUATHUBATA

3.1. 3acernata(u) ¢yHKIUSA(M) OT MHOTOTrOAMIIHATA (pUHAHCOBA paMKa W OHOKETEH(HU)
pexn(oBe) 3a pa3xoauTe

3.2.  OyakBaHO OTPAKEHUE BBPXY Pa3XOIUTE

3.2.1. ObobweHnue Ha o4aKBaHoOmMo OMPAadiCceHUe 8bPX)y pa3xooume

3.2.2. Ouaxeano ompasicenue 8bpxy 0100xcemuume Kpeoumu 3a onepamueHu pazxoou

3.2.3. Ouakeano ompasiceHue 8vbpxy 6100Hcemuume Kpeoumu 3a AOMUHUCMPAMUBHU PA3XOOU
3.2.4. Cvemecmumocm ¢ HACMOAWAMA MHO20200UUHA PUHAHCOBA PAMKA

3.2.5. Vuacmue na mpemu cmpanu 6v6 (hunarncupanemo

3.3. O4akBaHO OTPAKEHUE BbPXY NPUXOINUTE
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1.1.

1.2.

1.3.

1.4.

1.4.1.

SAKOHOJATEJIHA ®PUHAHCOBA OBOCHOBKA 3A NPEJJVIOKEHUWSA

PAMKA HA ITPEJJIOKEHUETO/MHUIIUATUBATA

HaumeHoBaHUe HA NPeNJI0KEeHHETO/MHUIMATHBATA

Nameneno mnpemioxenue 3a [dupexktuBa Ha EBpomneilickus mapimameHT W Ha CbBerta 3a
u3meHenue Ha J[lupextuBa 2001/83/EO mo oTHomeHue Ha MHpOpManusATa 3a IIUpOKaTa
OOLIECTBEHOCT OTHOCHO JIEKAPCTBEHUTE MNPOAYKTH 3a XyMaHHa ynorpeda, OTHYCKaHH IO
JIEKapCKO MPEANNCAHUE.

N3meneno mnpemioxkenue 3a Permament Ha EBpomelickusi mapnameHT u Ha CbBera 3a
u3menenne Ha Permament (EO) Ne 726/2004 mo oTHomIeHHWE Ha TPEAOCTaBSHETO Ha
uHpOpMaIMs 32 MIHpPOKaTa OOIMIECTBEHOCT OTHOCHO JIGKAPCTBEHUTE MPOAYKTH 3a XyMaHHA
ynotpeba, OTITyCKaHU 0 JIEKapCKO IMpeucaHue.

Hacrosimara 3akoHomarenHa (uHaHcOoBa OOOCHOBKa OOXBalla ABETE MOCOYECHH IO-TOPE
3aKOHOJIATCITHH MPEIOKEHUSI.

CrorBeTHa(1) 00/1aCcT(M) HA MOJMTHKATA B CTPYKTypaTa Ha ya/ea"

OOGmiecTBeHO 3apaBe

EcTecTBO Ha npe/IJi0KeHNeTO/HHUINATHBATA
x [IpeioxkeHreTo/MTHUIIMATHBATA € CBhP3aHO(a) C HOBO JIeiiCTBHE

O TlpemnokeHueTo/MHUIMATHBATA € BbB BPb3KAa C HOBO /JelCTBHE BCJEICTBHE HA IMHJIOTEH
IPOeKT/MOAroTBHTEIHA AeiiHocT''

[ TIpennoxeHUETO/MHUIIMATHBATA € CBBbp3aHO(a) C YABJKABAHETO HA CHINECTBYBAIIO
aeicTBHe

O [IpennoxeHnero/MHULINATHBATA € CBBP3aHO(a) C AeiicTBHE, MPEeHACOYeHO KbM HOBO JeiicTBHE
Hean

Mmnococoouwmna(u) cmpameeuuecka(u) yen(u) na Komucusma, xvm xoamo(koumo) e
HacoyeHo(a) npeonodiceHuemo/unuyuamueama

B pamkure Ha QyHkius 1A, KoHKypeHTOCIIOCOOHOCT 3a pacTeX U 3a€TOCT, MPEAJIOKEHUETO
uMa 3a IeJl 1a HachpuyHu OOLIeCTBEHOTO 3]paBe Ha Teputopusara Ha EC upe3 ycTaHOBSIBAaHETO
Ha XapMOHU3MpPAHU MpaBuiIa OTHOCHO MH(pOpMaLUATA 32 JIEKAPCTBEHU MPOIYKTH, OTIYyCKaHU
I10 JIEKAPCKO MPEANNUCAHUE.

[Monkpena 3a u3rpakJaHeToO Ha BHTPEIIHU 1a3ap BbB (hapMaleBTHUHUS CEKTOP.

11

BG

Y ]1: ynpasnenue o aeinoctd; b/l — OrwomkeTpaHe 1mo qeiHOCTH.
Kakro e mocodeHo B wieH 49, maparpad 6, Oyksa a) i 0) or PUHAHCOBHS PETJIAMEHT.
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1.4.2.  Kouxpemmna(u) yen(u) u coomeemua(u) oetinocm(u) 6v8 epwv3rka ¢ YI/bJ{

KonkperHa 11ex Noe ..

[IpenBaputeneH KOHTpoJ Ha HH(poOpMalMiTa 3a JIEKAPCTBEHU NPOIYKTH, pa3pelieHH 10
LEHTpaIU3UPaHa IpoLEeaypa.

CrorBerHa(n) neriHoct(u) BeB Bpb3ka ¢ Y/BJ1

OO6mecTBeHO 3paBe

1.4.3.  Ouaxkean(u) pezyimam(u) u ompasxcenue

Ha ce nocouu ompadicenuemo, Koemo npeolodceHuemo/unuyuamueama oOu ciedano 0a umda 8bpxy
beneguyuepume/yenesume epynu.

['maBHaTa 11€)1 HA MPEAJIOKEHUETO € Ja ce MOoA0OPH 3aluTaTa Ha 3/[paBeTo Ha rpaxkaanute Ha EC u na
Ce TapaHTHUpa HOPMAITHOTO (YHKIMOHHMpAHE HA BBHTPEIIHUS MMa3ap Ha JICKAPCTBEHH MPOAYKTH 3a
XyMaHHa yrnoTpebda. B T03u CMHUCHII ¢ IPEITOKEHUETO € 1IN TO-KOHKPETHO:

Jla ce mpenBuaM sicHa paMKa 3a MPEJOCTaBSHETO Ha MHGOpMAIMs 3a IIUpOKaTa OOLIECTBEHOCT OT
CTpaHa Ha TUTYJISIPUTE Ha Pa3pelIeHus 3a ThProBUS OTHOCHO Pa3MpOCTPaHIBAHUTE OT TAX JIEKAPCTBA,
OTIIyCKaHM CaMo IO JICKapCKO MpeANucaHue, ¢ IIeJl TapaHTUpaHe Ha pa3yMHaTa ynorpeba Ha Te3u
JeKapcTBa, KaTO CBhIUEBPEMEHHO C€ TapaHTHpa, Y€ 3aKOHOJATeIHaTa paMKa M€ MPOABIKU Ja
3a0paHsiBa HacoueHaTa MPSKO KbM IOTPEOUTENMTE peKiiamMa Ha JIEKapCTBA, OTIYCKaHM CaMoO IIO
JIEKapCcKO MpeIIUCaHue.

ToBa MoXe Aa ce IIOCTUTHE MOoCpCACTBOM CICAHOTO:

- KaTo ce OCUTYPH BHCOKO KauecTBO Ha MH(OpMaNMsITa, MOCPEICTBOM IMOCIEOBATEIHO NpUIaraHe Ha
SICHO OIIPE/IEIICHU CTaHJapTH Ha Lsu1ata reputopus Ha EC;

- KaTo CC€ Ch3JaAaT BB3MOXKXHOCTH 3a MPEAOCTAaBAHC Ha I/IH(i)OpMaHI/ISI IMOCpE€ACTBOM KaHaJIu, KOUTO
OTTOBapAT HA HOTpC6HOCTI/ITe " Bb3MOKHOCTUTC Ha Pa3JIMYHU KaTCrOPpUU MALUCHTH,

- KaTo He C€ OrpaHMYaBa HEyMECTHO BB3MOXKHOCTTa TUTYJIIPUTE Ha Pa3pelleHus 3a ThPrOBHs a
NPEJOCTABAT MO pa3dMpacM HAYWH OOEKTHBHA W HEMIPOMOLIMOHATIHA MH(OPMAIUS OTHOCHO IMOJI3UTE U
PHCKOBETE OT TEXHUTE JIEKAPCTBA;

- Karo ce TpeNBUAAT MEPKH 32 MOHHTOPMHI W TIpWiaraHe, Taka d4e Ja ce TapaHTHpa, 4e
NpeOoCTaBsAIuUTe WHPOPMANKATA OTTOBAPAT HA KPUTEPUUTE 332 KA4eCTBO, KAaTO CHIICBPEMEHHO Ce
U305rBa U3JIMIIHATA OIOPOKPALIHSL.

1.4.4.  Iloxazamenu 3a pesyrmamume u 3a OMpPa*CeHUemo

Tlocoueme noxazamenume 3a HabAOOEHUE HA USNBIHEHUECNO HA npe()ﬂoofceﬁuemo/uﬂuuuamueama.

Kowmmucusara pasmnonara ¢ yCTAaHOBEHH MEXaHHM3MH 3a paboTa C Jbp)KaBUTE-WICHKH, 32 Ja HaOI0gaBa
TPAHCIIOHUPAHETO, a BBB (hapmaneBTUUHUS cekTop DapmareBTHUHUAT KOoMuUTeT Ha Kommcusita e
dbopyM OT KJIFOYOBO 3HAUYCHHE 32 0OMEH Ha MH(POpPMAIIUs B TOBA OTHOIIICHHE.

EMA cnenBa ma momnpuHacs 3a MpHiIaraHeTo, Makap 4e HiMa Ja ce Hajlara M3BbPIIBAHETO HA Hay4yHa
OlIeHKa Ha WH(POpPMAIIHATA.

BbB Bpb3Ka C OIICHKATa ex—post Ha ONICPATUBHUTC LECJIHU, NOCICAHUTE MOT'aT 1Ia 6’[:,[[8.T OLICHABAaHU BB3
OCHOBA Ha CJIICAHUTC KPUTCPUU:
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- CTETIEH Ha Cla3BaHE Ha MpaBUIIaTa,
- MpeAoCcTaBsHEe Ha HH(OpMAIIHSI OT OTpachia,

- MOKAa3aTeNy 3a U3MOJI3BAaHeTO Ha Ta3u UH(opMaus,

- OCBEIOMEHOCT Ha MAIlMEHTUTE 332 HATMYUETO HA Ta3W UHPOpMAIIHS;

- u3MepBaHe Ha edekra Ha Tasu HHGOpPMAIMs BBPXY IOBEIACHUETO HAa MAI[MCHTUTE M BBPXY
pe3yJTaTUTE 3a 3IPaBETO.

1.5. O0o0cHOBKA HA NPeAJI0KEHUETO/UHUIIMATUBATA

1.5.1. M3uckeamne(us), xoemo(koumo) mpsabea 0a Ovoe(am) uznviHeHo(u) 8 KpamKoCpOueH uiu
0vI20CPOUer NIaH

Unen 114 u unen 168, nmaparpag 4, 6yksa B) ot JloroBopa 3a (yHKIMOHHpaHeTO Ha EBpomeiickus
CBIO3.

[TanenTuTe pasmnonarar ¢ noBeue U300p 3a B3eMaHE Ha PELICHHs, CTAaHAIU ca ACHHU MOTpeOUTEeNH Ha
3IpaBHO OOCIy>KBaHE M BCe IOBeYe THPCAT HMHGOpMalMg 3a JeKapcTBa M JedeHus. Makap ye
Hupextusa 2001/83/EO npeaBmxkaa XxapMOHU3MpaHa paMKa 3a pekjamara Ha JeKapCcTBa Ha PaBHHUIIE
EC, xaTo mpunaraHeTo M OocTaBa OTTOBOPHOCT Ha JbprkaBuTe-uieHKH, HUTO JupektuBa 2001/83/EO,
HuTOo Permament Ne 726/2004 BxirouBaT moApoOHM pasmopendu OTHOCHO WH(pOpManusaTa 3a
nekapcTBeHH mpoaykTtu. Ilopaau Ta3su mnpuumHa 3akoHogarencTBoro Ha EC He Bb3mpemnsTcTBa
JbpP>KaBUTE-YJICHKHU /1A CIIEeJBAT COOCTBEH MOIXOI.

Paznuuynure ThaKyBaHus Ha mpaswiaTa Ha EC v Ha pa3nuyHUTE HAIMOHAIHU MpaBUia U MPAKTUKHU
OTHOCHO HMH(OpMAIHATa ChCTABISABAT MOHACTOSIIEM MPEYKHM KAKTO 3a JOCThIIA HA MAIUEHTHTE [0
BHCOKOKa4YeCTBeHa WH(pOpMalIKs, Taka U 32 QYHKIIMOHUPAHETO HAa BHTPELIHUS Ma3ap.

1.5.2.  Jlobasena cmounocm om yuacmuemo Ha EC

[IpenBun ChINECTBYBAIOTO XapMOHU3UPAHO 3akoHoAaTrencTBO Ha EC OTHOCHO paspelieHusTa u
HAOJIOZICHUETO Ha JIGKAPCTBEHUTE IMPOAYKTH, TpsiOBa J1a ce BB3MpHEME OO IMOAXOJ OTHOCHO
npenocraBsiHeTo Ha nHGopMarus. Eqau xapMoHU3upaHu pa3nopenon Ouxa mo3BOJIMIN Ha TPAKIAHUTE
BbB BCHUKH JIBP)KaBH-WICHKH JI1a UMAT JOCTBII O €JIMH W CBII BUA HHPOpMAIUsa. AKO BBIPOCHT CE
ocTaBM Ja ObJe peryjupaH OT HAlMOHAIHU IMpaBWJIa, TOBA TOYTH HEW30EKHO IIE JOBEAC [0
MIPUEMAHeTO Ha HAI[MOHATHH NPABHJIA, KOUTO IIE ca B IPOTUBOPEYHE C JIOTHMKATa Ha CHIIECTBYBAIIOTO
B o0JyiacTTa Ha (papmareBTUKaTa 3aKOHOIATENICTBO.

Hanmonannute npaBuiia U NpaKTHKU [0 OTHOUIEHHE Ha MPEJOCTaBSIHETO Ha MHOpMalus Morar aa
JOBEJaT 10 OTpaHUYCHUsI Ha CBOOOJHOTO JBIKEHUE HA CTOKH B HapylieHue Ha uieH 34 ot [JoroBopa
3a EC, xoeTo na ce oTpa3u HEraTMBHO Ha JOU3TPAKIAHETO Ha €IMHHUS masap 3a ¢apMaleBTUYHU
IPOAYKTH, a TIOCIEIHOTO € IIeJITa Ha XapMOHU3HpaHaTa IpaBHa paMKa 3a JIEKapCTBEHUTE MIPOIYKTH.

1.5.3.  Iloyxu om nodoben onum 8 MUHAIOMO

He ce npunara.
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1.5.4.  Cwenacysanocm u eseHmyanHa cunepeus ¢ opyau CbOmeemuu UHCMpyMeHmu
He ce npuinara.
1.6. Cpoxk Ha fgeiicTBue 1 GUHAHCOBO OTPaKeHHE
O TpemioskeHre/ MHAITHATHBA C OTPAHHYEHA MPOXbJIKHTETHOCT
— 0O Mpennoxenue/unnnuatusa B cuia ot [JJJ/MMIITIT no [JJJ/MMIITIT
— [ ®unancoso orpaxenne ot I['TTT mo I'TIT
X IlpeanoxeHre/MHUIIMATHBA C HEOTPAHHYEHA MPOABLJIKUTETHOCT
— WMsneanenune ¢ BpBexaan nepuoa ot 2016 go 2021 r.,
— TocJienBaH OT (PyHKIIMOHUPAHE C TBJICH KalaluTeT.
1.7. IIpeaBuaen(n) meroa(u) Ha ynpaB.neHl/Ie12
[l Ipsixko nueHTpaau3npano ynpasJjenue ot Komucusra
X leHTpaJM3MpPaHO HENMPSKO YNPaBJeHHe C JelIeTUpaHe Ha 3a7a4H 110 U3ITbJIHEHUETO Ha:
— [ u3nbiHUTENHYU areHIuU
— X oprasu, Cb3JaJ€HU OT O6mHocTute': EBporeiicka areHuus 1o jekapcrBaTa
— [ nHanuoHasHU OpraHu OT MyOJMYHHS CEKTOP/OpraHd ChC 3aJBIDKEHHE 3a OOIECTBEHA
yciyra
— [ nwma, HaToBapeHH ¢ U3MBIHCHUETO Ha CHEU(PUYHU IEHHOCTH MO CWiaTa Ha Jsi V oT
JoroBopa 3a EBponeiickusi Cbr03 U TOCOYEHU B CHOTBETHHSI OCHOBEH AKT IO CMHUChJA Ha
yiieH 49 or @UHAHCOBUS PETJIAMEHT
[ CnonesieHo ynpaBJieHHe C IbP/KaBUTC-UWICHKH
[ leneHTpaJn3upaHo ynpaBjeHHe C TPETH IbPKABH
[] CrBMecTHO ynpaBJieHHe ¢ MEKIYHAPOIHU OpPTraHU3alliy (0a ce ymouHu)
Axo e nocouen nogeue om eOuH Memoo Ha ynpaeieHue, 0a ce NOACHU 8 wacmma ,, 3abenexcku .
Komenrapu

Mexanu3ambT Ha EC 3a perynupane Ha JeKapCTBEHH NPOIYKTH (PYHKLIHMOHUPA KATO Mpeka, ChbCTaBeHa
ot Komucusita, EBponeiickata arenius no nekapcrsara (EMA) u HallMoHanHUTE KOMIETEHTHU OpraHu

HOHpO6HOCTI/I 3a METOAUTEC Ha YIPABJICHUC U MPCIPATKHU KbM duHaHCcOBUS PEriaMeHT Morar aa 6"bﬂaT HaMEpPCHU

Ha yeOcaiita BudgWeb: http:/www.cc.cec/budg/man/budgmanag/budgmanag_en.html
B croTBeTcTBHE C TOCOUEHOTO B WieH 185 or @MHAHCOBHSA pETJIaMEHT.
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3a JIEKapCTBEHH NPOAYKTU. UecTo OTrOBOPHOCTUTE Ca CIOJEICHH, KaTO TOYHOTO pasrpaHUyYCHHE
3aBHMCH OT TOBA JIAJIM 32 JaJICHO JIEKAPCTBO € MOJIyYeHO pa3pelieHre Mo HeHTpaI3upaHara Ipoueaypa
(c Komucusita kaTo KOMIETEHTEH OpraH) WIH € pa3pelieHO Ha HAIIMOHAIHO HUBO (Abp)KaBUTE-YJICHKH
U3TbYBAT KOMIIETEHTHH OPTaHH).

[IpenBua ChIIECTBYBAIIOTO XapMOHM3UWPAHO 3akoHojarenctBo Ha EC OTHOCHO paspelieHusiTa u
HaOJIOZIGHUETO Ha JICKApCTBEHHUTE MPOAYKTH, TpsOBa Ja ce BB3NpPHEME OOI MOAX0J OTHOCHO
npenocTaBsiHeTo Ha uHGopmaius. Eqau xapMoHu3zupanu paznopeou Oruxa mo3BOIMIN Ha TPaKJaHUTE
BBbB BCUYKH JIbPXKABU-WICHKU Ja UMAaT JAOCTBI IO €IUH U ChII BUJ MHPOpManus. AKO BBIPOCHT ce
ocTaBM Ja ObJe peryiupaH OT HalMOHAJIHU IMpaBWia, TOBa MOYTH HEM30EKHO IlE JOBEAE [0
MPUEMaHeTO Ha HAI[MOHAJTHH MPaBHJIa, KOUTO IIIe ca B IPOTUBOPEUHE C JOTHKATa Ha ChIIECTBYBAIIOTO
B o0yiacTTa Ha (papmarneBTHKATa 3aKOHOIATEIICTBO.

HanmonanuuTe mpaBuiia ¥ MPaKTHUKU 1O OTHOIIEHHE HA MPEAOCTaBSIHETO Ha WH(OpManus MoraT Ja
JIOBEJAT 0 OTpaHUYEHHUsI Ha CBOOOJHOTO JIBIJKEHHME HA CTOKHM B HapylieHue Ha 4wieH 34 ot [loroBopa
3a EC, koeTo na ce OTpa3u HETaTMBHO Ha JOW3TPAKIAHETO Ha €IWHHUS masap 3a ¢apMaleBTUYHU
IIPOJYKTH, a IOCIETHOTO € LIeTa Ha XapMOHU3HUpaHaTa IpaBHa PaMKa 3a JIEKAPCTBEHUTE MPOAYKTH.
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2. MEPKU 3A YIIPABJIEHUE

2.1. IIpaBuiia 3a Ha0/IKOIeHNE U IOKJIA]IBAHE

Ilocoueme wecmomama u yciosusama.

Komucusita pasmonara ¢ yCTAHOBEHH MEXaHU3MHU 3a paboTa ¢ IbpKaBHTE-WICHKH, 3a J1a HaOJro/1aBa
TPaHCIOHUPAHETO, a BbB (papmaneBTUUHUS cekTop PDapmaneBTHUHUAT KomMuTeT Ha Komucusita e
dbopyM OT KJITFOYOBO 3HAUYCHHE 32 0OMEH Ha MH(OpPMAIIUS B TOBA OTHOIIICHHE.

EMA cnenBa na mompuHacs 3a MpujlaraHeTo, Makap 4ue HsiMa Ja c€ Hajara W3BBbPIIBAHETO HA Hay4YHA
OIleHKa Ha nH(opManusaTa.

BuB BpBb3Ka C OIICHKATa GX-pOSt Ha ONICPATUBHUTC LCJIHU, NOCICAHUTC MOr'aT Ia 6’bI[aT OLICHsABaHU BBH3
OCHOBA Ha CJIICAHUTC KPUTCPUU:

- CTEIICH Ha CIIa3BaHE Ha IIpaBUIIATA,

- IpeJI0CTaBsHE Ha HHPOPMALIUA OT OTPAChHIIA,

- MOKa3aTeIH 3a U3IMOJI3BAHETO HA Ta3u HHPOpMaLus,

- OCBEIOMEHOCT Ha MAIMEHTUTE 3a HAIMYMETO Ha Ta3u HHPOpMaLUs,

- u3MepBaHe Ha edekra Ha Tazu MHGOpPMAIMS BBPXY IOBEIEHHETO HAa MAIMEHTUTE M BBPXY
pE3yJITaTUTE 3a 3APABETO.

2.2 Cucrema 3a ynpasJieHHEe H KOHTPOJI

2.2.1.  VYcemanogen(u) puck(ose)

OCHOBHUAT pHCK C€ 3aKiioyaBa B HENPABUIHOTO WJIM HENBIHO TPAHCIOHUPAHE Ha
3akoHOaTencTBOTO Ha EC 0T cTpaHa Ha AbpiKaBUTE-WICHKH.

2.2.2.  Ilpeosuden(u) memoo(u) Ha KOHMPON

Komucusita cp3mane dapmaneBTUYHUS KOMHUTET, KOWTO JaBa BB3MOXXHOCT 3a OOMEH Ha
uHpOpMaLUsA MEXIY Ibp)KaBUTe-wIeHKH U KomucusTa BbB Bpbh3Ka € TEKYIOTO ChCTOSHHE T10
MpUJIaraHeTo Ha 3akoHogatencTBoro Ha EC.

2.3. Mepku 3a npeIoTBpaTiBaHe HA H3MAMH U HEPEAHOCTH

Ilocoueme covuyecmeyesawiume Uil niaanupanume MepKu 3a npeseHyusl u sauumada.

EBpormeiickara areHuust 1o JiekapcTBaTa paslojara ChC CIELHMAIHH MEXaHW3MH M IPOLENYpH 3a OO/KETEeH KOHTPOJL
YHpaBUTEIHUAT CHBET, KOMTO BKIIIOYBA MPEICTABUTEIM HAa BCHYKH Jbp)KaBH-wieHKH, Ha Komucusara u Ha EBponenickust
napJiaMeHT, npueMa OloJpKeTa, a Taka ChUIO M BBTpPEUIHWTE (MHAHCOBM pasmopendu. EBpomeiickara cMeTHa manarta
MpOBEpPsIBa M3ITBJIHEHNETO Ha OI0/KeTa BCska (prHAHCOBA TOMHA.

I[lo oTHOlIEHHME HAa UW3MaMUTe, KOPYMNLMUSITa ¥ JPYrH HPOTUBO3aKOHHM  JEWHOCTH, pas3nopeadure Ha
Pernmament (EO) Ne 1073/1999 na Empomneiickus mapirameHT n Ha CobBera oT 25 Mait 1999 r. oTHOCHO pa3clieBaHUSATA,
npoBexxganu ot EBponeiickara cimyx6a 3a 6opda ¢ m3mamute (OLAF), ce mpmaraT 6e3 orpanndenus 3a EMA. OcBeH ToBa
Ha 1 touu 1999 r. e npuero peureHre oTHocHO cbTpyaHuuecTBoTo ¢ OLAF (EMEA/D/15007/99).

Taxka cpII0 ¥ mpHiIaraHaTa OT AreHIuATa CHCTEMa 3a YIpaBJIeHHE Ha KaueCTBOTO MPEIBIDKIA PEAOBHO Mpepasriexkaane. B
PaMKHUTE Ha TO3M MPOIEC €KETOTHO Ce MPEAIpHUeMaT IOPEaHa OT BbTPEIIHN OJHUTH.
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3. OYAKBAHO OUHAHCOBO OTPA’KEHUE HA
NPEJJIOXEHUETO/MHUIIMATUBATA
3.1. 3acernara(u) ¢pyHknusi(M) OT MHOrOrogMiIHaTa (UHAHCOBA paMKa M OroJKeTeH(HH)
pen(ose) 3a pa3xoaure
e (CwhIecTBYBAIY OFOKETHH PEIOBE 33 PA3XOIUTE
[To pena Ha GyHKIMHUTE OT MHOTOTOUIITHATA (PMHAHCOBA paMKa U OI0JDKETHUTE PEIOBE.
Bromxeren pen Bux na Yuacrtue
DyHKIHA pasxona
oT
MHOTOoroau oT oT 1o ‘(;?14:}(1:131%? Ha
lHata Homep MBK/EBK | mbpxaBu | abp:KaBu OT TpeTH naparpad 1,
(DMHAHCOBA | [0 ycamme. ... ool ] a9 or KaHAMIATK | JbpKaBu GyxBa aa) ot
pamka EACT" u'® DuHaHCOBUA
perjiaMeHT
17.031001 - EBpomneiicka areHius 1o
1A nekapctBara — CyOcuaus nmo psnose | MBK JA HE HE HE
lu?2
17.031002 - EBpomeiicka areHius 1o MEK A HE HE HE
nexapctBata — CyOcuaus no asu 3
o [louckaHu HOBU OIOXKETHU PEOBE
Lo peda na pynxyuume om MHo20200UUHAMA YUHAHCOBA PAMKA U OI00NCEMHUME pedose.
Bromxeren pen Bux na Yuactue
DyHKIHA pasxona
oT
MHOTOoroau oT oT o zﬁggﬁ%a" Ha
iHaTa Howmep JbPKaBUT JIbpKaBU OT TPETHU maparpad 1,
(DMHAHCOBA | Iy ieHOBAHME. . .. \e.eeeeeeeeeeeeeeeeee . ] MBI/EBK ¢ or KaHIUNATK | JIBPXKABH Oyxsa aa) ot
paMKa EACT " DuHaHCOBUA
perjiaMeHT
[XX.YY.YY.YY]
JA/HE | JA/HE | JA/HE JIA/HE

14
15
16

BG

MBK — muororoauiiau 6romxerHu Kpeaut/EBK — exnoroauiinm 6rokeTHH KpEeauTH.
EACT: EBporeiicka aconuanus 3a CBOOOHA THPTOBHSL.
Jbp>kaBu KaHIUIATKH, a, KOTAaTO € MPUIOKUMO, ¥ Jbp>KaBH NOTSHIIMAIHN KaHIUAATKU OT 3anaxHure bankann.
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3.2 OuaxkBaHO OTpa:kKeHHE BbPXY Pa3xoauTe
3.2.1. Obobwenue na 0YAKEAHOMO OMPAICEHUE B8bPXY PA3XOOUME

B Munnonrd EUR (C TOYHOCT 10 TpEeTHs 3HAK CIe] IeCeTHIHATa 3areTas)

DyHKIHA OT MHOTOroauInHarTa ¢puHancosa
yHrnd . ¢ Homep | [.]
paMKa
...Ja ce 100aBsT TOJIKOBa
TConuHa TOJIMHH, KOJIKOTO €
I <> 20?617 l";)g?‘;la rgg?ga F;ﬁll/lga HeOoOX0IUMO, 32 J1a ce 00XBaHe OO0

MPOIBIDKUTEITHOCTTA Ha
OTpaXCHUETO (BXK. TOUKa 1.6)

* Bro/KeTHU KpeIUTH 3a OIIEpaTUBHU Pa3Xoau

Iloetu
Howmep na 6romxetHus pex — 17.031001 3a/(BIDKCHUS
[Inamanus )

M

Iloetn
Howmep nHa 6romxetrus pex — 17.031002 3a/(BIDKCHUS
IInamanus (2a)

(1)

BromkeTHr KpeouTH 3a aAMUHUCTPAaTHBHU pPa3xonau, (UHAHCHUpaHH
1
OT CpeJICTBaTa 3a crelu(uyHy porpamu’’

Howmep Ha Or0pxeTHUS pen )]
IToern =1+la

OBIIO 010/1KeTHH KPeAuTH 3aIbIIKEHH -

zal ]l <> i
[namanust e

+3

FO]II/IHa Ne TroAuHaTa, B KOATO 3aI1104Ba Ja CC U3IIbJIHABA Hpe}IﬂO)KCHHCTO/HHPIHHaTHBaTa.

TexHuvecka W/WiaM aJMUHUCTPATHBHA TIOMOII U Pa3XOAM B IMOJKpera Ha M3MbIHEHUETO Ha nporpamu u/wiu aedctsus Ha EC (npenuiHu penose ,,BA®),
HeMpsiKa U3CIEe0BaTeNICKa AeHHOCT, MpsAKa U3CIe0BaTEeNICKa AEHHOCT.
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[Moetn
* OBIUIO  OGIOKETHH — KPEAUTH 32 | 3414 cenms

“

OINCPAaTUBHU PA3XO0aH I
JlanraHus

%)

e OBUIO OrmKeTHH KPEeOUuTH C aJIMHHUCTPATHBCH
xapakTep, (UHAHCHpaHW OT TIaKeTa Ha OMNpeAcNICHU
MporpaMu

(6

TToetn

OB O 0101KeTHU KPeAUTH
3aAbJIXKCHHUSA

3a ®YHKIUA <1A.>

=4+6

OT MHOI'OroJuiaHaTa CI)I/IHaHCOBa paMKa [Mnamanus

=5+6

Axko HDe[[JIO)KeHI/IeTO/HHHgHaTI/IBaTa HMA OTPAKCHUEC

BbPXY

noseye oT e1HA QYHKIUA:

[Moern
* OBUIO OGlomKETHH  KPEIUTH 32 | 510 cenns

“4)

OINCPAaTUBHU PA3XO0aH

IInamanus

)

e OBLIO OmwmKeTHH KpeaguTH ¢ aJAMHUHUCTPATHBEH
xapaktep, (UHAHCHpPaHM OT TaKeTa Ha ONpeAeicHH
MIporpaMu

(6)

OBHIO 0r01KeTHH KPeAUuTH Toern
no PYHKIINH 1—4 3aBIDKECHHS

=4+ 6

OT MHOI'OroJguiinHaTa (I)I/IHaHCOBa paMKa

(PedepentHa cToifHOCT) [namanns

=5+6

BG
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DyHKIKS OT MHOTOTOUITHATA (UHAHCOBA

5 »»AJIMUHHUCTPATUBHU Pa3xoau‘
pamka
B MuiroHH EUR (¢ TOUHOCT 10 TpeTHs 3HaK ciell JeceTHYHaTa 3ameTras)
...J1a ce 100aBAT TOJIIKOBA
TOAWHH, KOJIKOTO €
F%Tga rgglld,l; a Fgglldga F;){I)ul/lga HE00X0aUMO, 3a J1a ce 00XBaHe (01N 11(0]
MPOABJDKUTEIIHOCTTA Ha
oTpaxkeHHeTo (BXk. Touka 1.6)
LA <...... >
* YoBelllKU pecypcu
* Jlpyru aAMUHUCTPATUBHU Pa3xou
opmiora<...> BromKeTHI KpeAuTH
OBIIO 6101:%eTHU KPeaUuTH (O6wo HOETH
no ®YHKIIUA 5 3aJIBIDKEHHS
OT MHOTOTOJIMIITHATA (PMHAHCOBA pamKa | ~ OO0 Miallatus)

B MuinoHd EUR (¢ TouHOCT 10 TpeTus 3HaK cien AeceTHYHaTa 3ameTas)

...J1a ce 100aBsAT TOJIKOBA
TOJIMHHU, KOIKOTO €

He00X0MMO, 3a J1a ce 00XBaHE ObBIIO
[POIBIDKUTETHOCTTA HA

oTpaxkeHHeTo (BXkK. Touka 1.6)

I'oguna | I'omuna | I'oguna | I'oguHa
2016"° 2017 2018 2019

TloeTu 3aabmKxeHus
OB O 0r0xKeTHH KpeaIuTH

mo q)YHKHI/II/I 1—5 IInamanus

FOﬂI/IHa Ne roguHaTa, B KOATO 3aI1104Ba Ja CC U3ITbJIHABA Hpeﬂﬂo)KGHI/ICTO/I/IHI/IHI/IEITI/IBaTa.
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OT MHOTOTOIWIIHATA (MHAHCOBA paMKa
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3.2.2.  Ouaksano ompadcenue bpxy 0I004cemuume Kpeoumu 3a Onepamuetu pasxoou
— I:l HpeI[JIO)KGHI/IeTO/I/IHI/II_II/IaTI/IBaTa HE HaJiara nU3I110JI3BaHC Ha 6IOIL)I(€THI/I KpCOUTHU 3a OIICPATUBHU Pa3XOoaU
— x [lpennoxxennero/mHUIIMATHBATA BOJIU 10 M3IOJI3BAHETO HA OIOKETHU KPEIAUTH 32 OTIEPATHBHU Pa3XOIH CHIVIACHO OOSCHEHHETO I0-
Jony:
FOJKETHU KPEAUTH 32 ITOETU 3abJDKEHUS B MUJIMOHU C TOYHOCT J10 TPETHU 3HAK CJIEJ IeCeTUYHATa 3areTas
b ) EUR P
Comuna Tomusa Tomna Tomna ...J1a ce 100aBsT TOJIKOBA FOANHHU, KOJIKOTO € HEOOXOANMO,
2016 2017 2018 2019 3a Jia ce 00XBaHe MPOIBKUTETHOCTTA HAa OTPAKEHUETO OBIIO
la ce (Bk. Touka 1.6)
noco4ar
IeJIH | PE3YJIITATH
pe3yJrartu :
Cpeﬂ (] 5] (] (] (] (] 5] 1
et = = = = = = = O6m | O6m
Bun pasx 3 E © Pasx = g : L 3 E i 3 E i = a © Pasx = E | Pasx 3 g : Pasx | Gpoitma @ o
20 on [T o > X04 o > X0 Q> X0 (=TRSO > : [STSS : !
! pesyarar [ & oI ;e m e m e [ & oo (N 0)i [ & ¢ ogM | pe3yara : pasx
3a Q o4 u Q " Q " o4 i Q : o4 i i
e, e, e, e, . e, o TUTE onu
pesy : 2 : : : : 2
nTara

KOHKPETHA L{EJI Ne 1%L...

Pesynrar

Pesynrar

Pesynrar

Ne 1

MesxauaeH c60p 3a KOHKpeTHa el

22

PesynraTute ca mpoAyKTUTE U YCIyTUTE, KOUTO e ObIAT JOCTaBeHH (Hamp. Opoli puHAHCHpaHH OOMEHH Ha CTyIEHTH, OpOl KM IOCTPOCHH ITBTHINA U T.H.).
CsriacHo onmcanuero B gact 1.4.2. , KonkperHa(u) nem(u)...«.
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KOHKPETHA IEJI Ne 2...

Pesynrar

MeskuHeH cO0p 3a KOHKPETHA Lel
Ne 2

OBIIO PA3XO/H

OTrpaxxenne BepXy Ormkera Ha EMA

[Ipennoxxenata 3akoHonmaTenHa (puHaHCOBA OOOCHOBKA Ce OCHOBaBa Ha (akTa, 4e 3aKOHOJATEIHOTO MPEIJIOKEHUE MPEIBUKIAa KOHKPETHHUTE
WHPOPMAIIMOHHN JIEHHOCTH HA THUTYJISIPUTE HA Pa3pelIeHUs 32 THProBHS 10 OTHOIIECHHE HA OTIYCKaHHU IO JIEKAPCKO MPEANUCAHNE JICKAPCTBEHH
MPOJYKTH, 32 KOUTO € MOITYYSHO pa3pelieHue Mo IeHTpaInu3upanara mpoieaypa, 1a moUiekaT Ha o0araHe ¢ TakCH OT cTpaHa Ha EBpomeiickaTa
areHIus no jekapcrara (EMA).

3akoHomarenHata (uHAHCOBa OOOCHOBKA M HANpaBEHUTE pa3ueTH TIOKa3BaT, Y€ pPa3XOAWTe, CBBP3aHU C JEHHOCTHUTE, MPOU3THUYAIIUA OT
3aKOHOJATEITHOTO TIPEIOKEHHE, Iie ObJaT BH3CTAHOBCHM MOJA (Gopmara Ha Takch. Bb3 OCHOBa Ha TOBa HAINPAaBEHUTE PAa3ueTH HABEKIAT HA
3aKJIFOUYEHUETO, Y€ MPEAJIOKEHUsITa BbB Bpbh3Kka ¢ MH(pOpMAaNUATA 3a MIMPOKATa OOIIECTBEHOCT OTHOCHO JICKAPCTBEHH MPOAYKTH, OTITYCKAaHU TIO
JIEKapCKO TpeAnrcaHue, He Ou TpsAOBaio qa uMaT (MHAHCOBO OTpakKeHHE BHpXY OroxeTa Ha Chio3a.

IIpe3 2011 r. GromxersT Ha EMA Bb3nm3a Ha 208,9 munmona espo. Yuactuero Ha EC ce yBennuu ot 15,3 muimona espo npe3 2000 r. na 38,4
MusinoHa eBpo mpe3 2011 r. OcrananaTta 4acT OT YBEIMUYCHHUETO Ha OIOKETa C TEYCHHE Ha BPEMETO € TIOKPHBA OT TaKCHUTE, HauuclIsaBaHUu oT EMA
Ha (papmaneBTUYHUS OTpachil (IO pa3yeTHU NAaHHM CheTaBisgBam 85 % oT oOmurte mpuxoau mpe3 2011 r. m uMamm 3a NMpaBHO OCHOBAHHE
Pernament (EO) Ne 297/95 na CuBera, usmenen ¢ Pernament (EO) Ne 312/2008 na Komucusita ot 3 anpuut 2008 r.). OvakBa ce MpuxoauTe OT TaKCH
Jla ce yBeJIH4aT JOIBJIHUTEIHO Ipe3 cieaBamuTe roquau. Ciensa ia ce oT0enex, ye 6arogapeHrue Ha MOCTHIMIINTE IPUXOAH OT TaKCH OI0/KETHT
Ha EMA mpe3 nociegHuTe TOAUMHU € PETUCTPUpAT U3JIMIIBK U € OMII0 U3BBPILBAHO MPEXBBPIIIHE 3a cienBamaTa roguHa. M3mumsksT npes 2010 r.
Hanpumep e Om1 HaaxBbpiani 10 MunoHa eBpo.

3aKOHOJATENTHOTO TMpeanokeHue npeaswxna EMA na Opae HaroBapeHa C IPEJBAapUTENIHUS KOHTPOJI Ha HHQpOpMAaLMATa 3a JIEKAPCTBEHUTE
MIPOAYKTH, MOJYYMIIN pa3pelieHue Mo LeHTpaIn3upaHaTa npoueaypa.

Hckanero 3a npeaBapuTesieH KOHTPOJI ce 00OBBP3Ba ¢ M3MCKBAHE 3a 3aIUIalllaHe Ha Takca B choTBeTcTBHE ¢ Permament (EO) Ne 297/95. Ouenkara Ha
npefocTaBeHaTa WHGOpMAIMS ce M3BBpIIBA W30 OoT mepcoHan Ha EMA. Ilopagu ¢axra, ye pomsta Ha EMA me ce orpanuym camo a0
OpeaABapUTCIHUA KOHTPOJ Ha I/IH(bOpMaHI/IﬂTa H 4Yc 1mociieABaluiaT MOHHUTOPHHI 1IC 61))16 OCBIICCTBABAH OT ObpPKAaBUTC-UJICHKU,
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aJIMMHHUCTPATUBHUTE MpOILETypu B ATeHLUsATAa HAMa Ja ObaarT yTekHeHu. Ilpu Bce ToBa, ThH Karo 4act OT MH(pOpMalUATa — HaIpUMEp
nHpopManusaTa 3a 00e3BpEeKIAAHETO U CHUCTEMaTa 3a ChOMpaHe Ha MPOAYKTa, KAKTO M MH(OpMAIMITA 32 LEHUTE, — KOSTO € OT M3KIIOUUTeHATa
KOMITETEHTHOCT Ha Jbp:KaBUTE-4JIEHKH, BCE OIlle HsAMA Ja € olleHeHa oT EMA B pamkuTe Ha Ipoleaypara o u3gaBaHe Ha pa3pelieHre 3a ThproBus,
TO3U MPEABAPUTEIEH KOHTPOJ 1€ U3UCKBA KOOPIANHUPAHE C AbP>KaBUTE-WIEHKHU U CbOTBETEH aHAJIN3 HA OTPAKEHUETO HA Ta3u JAEUHOCT.

OcBeH TOBa IIe UMa BB3MOXKHOCT 3asIBJICHUATA JIa C€ MOAaBaT M Ha APYTH €3UIH, OCBEH HA aHTJIMICKU €3UK, KOWTO € paOOTHUSAT €3UK Ha ATCHITUSATA.
HO Ta3su HpI/I‘-II/IHa 1€ C€ HAJIOXKHN I/I3BI:pIJ_IBaHeTO Ha IITMCMCHH HpeBOILI/I NJIn HCpCOHaJI'bT Ha AI‘CHLII/ISITa aa 6’5,[[6 B CbCTOSSTHHUEC A pa60TI/I Ha HAKOJIKO
e3uru Ha EC.

Cpennata CTOMHOCT Ha pa3XOJUTe 3a €AMH CIYXHUTeN OoT (pyHKIMoHaNHa rpyna AD (M3pa3eHu B €KBUBAJICHT Ha IBIHO paboTHO Bpeme) Ha EMA B
JlornoH, mo manan Ha EMA (B Hauanoro Ha 2011 r.), ce paBHsBa Ha roauiiHa 3amiaTta ot 161 708 eBpo 3a AD u 90 091 eBpo 3a AST, kaTo UMEHHO
TE3U Pa3XOJH Ca U3MOI3BAaHU [IPHU U3YUCICHUATA MO-/10JTy.

Takcu, HauncaaBagu or EMA Ha dapMalleBTHYHHUS OTPacChI

BbB BPB3Ka C TAKCUTC Ha EMA morar Ja 6T>I[aT HaIllIpaBCHU CICAHUTEC NPCABAPUTCIIHA PA3UCTU:

KbM MomeHTa chiiecTByBat 566 paspelieHu o LeHTpaln3upaHaTa npoueaypa jJekapcTBeHu npoaykTu. [lo nannu ot rogumnus noknan Ha EMA 3a
2009 r., ca cpuiectByBanu 2577 pa3sHOBHUAHOCTH, Kato 708 OT TAX ca crmajald KbM KIMHUYHUTE pa3HOBUAHOCTH OT TN I, kouto mpenmosarat
ChILIECTBEHA MPOMsHA B MHQOpMaIMITA 3a NpOoAyKTa. Te3u mpouenypu, CBbp3aHU C IPOMSHA Ha II'bPBOHAYAIHOTO Pa3pelleHUe 3a ThProBUs, I
JIOBEJaT ChUIO M 10 IpeIBapuTesieH KOHTPOJ Ha HoBaTa MH(pOpMalus 3a JeKapcTBEHUTE NMpoAykTh. Cwmsra ce, ye mpe3 IbpBaTa rojuHa OT
[IPUJIAraHETO HAa MNPEAJIOKEHUS PErilaMeHT, 10 AreHuusTa e ObAaT MOAAJeHH 3a NpeABAPUTEICH KOHTpoa npubnusurenHo 700 3asBieHws,
ChIbpKALIM HH(pOpPMAIMS 32 PA3NPOCTpPaHEHHE cpell MupokaTa oOmiecTBeHocT. [Ipe3 cienBamuTe TOAMHU MOXKE Ja C€ OYaKBa yBEJIMYEHUE Ha
3asBJIEHUsATA 10 AreHnuaATa. TakcaTa, HajnaraHa Ha ¢hapManeBTHYHATa IPOMHIIUICHOCT, CE€ U34UCIIsABa cpeHo Ha 3650 eBpo.

Pasxomu 3a EMA

KakTo e 00sicHeHO Mo-rope, MOXKe /1a ce U3YUCIIHU, Ye npe3 mbpBuTe rogunu (2016—2021 r.) me ce HaJlokKu IPOBEpKa OT CTpaHa Ha AreHuusATa Ha
700 3asBneHMs, Kacaellld MpeAHa3HadeHa 3a MallMeHTHTE MHQpOpMalus 3a pa3pellleHd MO LEeHTpaju3upaHata mpouenypa npoaykrtu. Ciaen kaTo
(dhapMareBTHYHUTE IPY)KECTBA MPUIOOUST OMUT C HOBaTa mporeaypa (caurano ot 2019 r.), ce ouaksa To3u Opoii qa HapacHe Ha 800 3asBICHMS.

Moske na ce mpecMmeTHe, ye oommute pazxoan Ha EMA ca chcTaBeHM OT pa3xouTe 3a:

1. TroauvIlHa 3aIuiaTa Ha I€pCOHaIa, BKIOYBAIlla U3IIBJIHCHUCTO HAa CJICAHUTE 3a1a4n:
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— TpoBepka Ha MH(popManuATa Bb3 OCHOBA HA JIOKYMEHTAIMATA, PEIOCTABEHA OT (hapMaleBTHYHOTO APY’KECTBO, M Bb3 OCHOBA Ha J[pyra Hay4yHa
uHpopManus,

— KOHTaKTHU ¢ (apMalleBTUYHUTE JIPYKECTBA MPU HEOOXOAUMOCT OT AOM'BIIHUTEIHA HH(OpMALIUS,

— KOHTAKTU C ABPIKABUTC-YIJIICHKH C IICJI IMOJTyYaBaHC Ha I/IH(I)OpMaI_[I/ISI, KOATO € OT TiAXHAaTa KOMIICTCHTHOCT, U C LECJI OCUTYPSABAHC CHIJIACYyBAHOCT,
IIO-CII€aJIHO IT0 OTHOIICHHUEC Ha I/IH(bOpMaI_II/IHTa 3a KIIMHUYHHUTEC U3IIMTBAHWA,

— BBTPEIIHU 00CHKIaHUS,
— aJMHUHHUCTpAaTHBHA 00pabOTKa Ha 3asBJICHUETO (BKIIOUNUTEITHO U3TOTBSIHE HA 3aKIIFOUCHHUETO).

Hsma na mma gonbaHuTenHH pasxoau 3a EMA, cBbp3aHM C KOHCYJNTHPAHETO Ha CIEUUAM3MpaHa JUTepaTrypa, Thil KaTo MHPOpManusaTa 3a
MAIMEHTHUTE 1€ C€ OCHOBABAa Ha JJOKYMEHTALUATA, IPEJOCTaBeHa OT (hapMaleBTUUHHUTE APY’KECTBA B TAXHOTO 3asiBICHUE.

2. MMUCMEHU MIPEBOJIM: 1IIe UMa Bb3MOXKHOCT 3asIBICHUATA J]a CE MOAaBaT U Ha JPYTH €3UIH, OCBEH Ha aHTJIHUIICKU €3UK, KOUTO € O0MYaiHUAT paboTeH
e3uK Ha AreHrmsTa. [1o Ta3w mpuymMHA e ce HAIOXKH 3asSBJICHHETO Ja ObJie MPEBEKIAHO HA aHTIUHCKU €3WK, 3a J1a ObJe mpoBepeHo or EMA, a
BITOCJICZICTBHE HETOBATa OIICHKA IIIe TPAOBa Ja ce MpeBeka 00paTHO Ha e3MKa Ha 3asiBUTEIIS.

3. uapopmarmonnn texnomoruu (UT): papmManeBTHYHHUAT OTpachi mie MpeaocTaBs MHOOPMAIHs MOCPEICTBOM KaHAIM, KOUTO OTTOBAapsAT Ha
NOTPeOHOCTUTE U BH3MOKHOCTUTE HA PA3IUYHUTE KaTerOpUM MAaIMEeHTH, 1Moja (opMmaTa Ha BUAEO-, ay[MO- U MEYaTHU MaTepuaiu. 3a j1a Obie
CBCTOSIHAE J]a TIpOy4YBa, KJAcHpa M CHXpaHsABa TE3W PAa3NU4HU WHPopManmuoHHM Hocutenu, EMA me TpsOBa na ce cHa®OM C MOAXOJSIIA
UHPACTPYKTypa U CbBMECTHUMHM IpOrpaMHu npoayktu. EMA npenBuxaa pa3pab0oTBaHETO Ha ChOTBETHOTO KOMIIOTBPHO MPHUJIOKEHHUE 1a OTHEME
nepuof ot 12 mMecena u ga 0be Ha 001ma cToiHOCT OT 1,5 MuIMOHa eBpo. 3a MOJAPHKKaTa Ha KOMIIOTHPHOTO NMPUIIOKEHHE 111e ObAAT HyKHHU 225
000 eBpo mpe3 mbpBata roguHa oT padorata My (n+1) u 300 000 eBpo roUIIHO Mpe3 CAeABAIIUTE TOAUHU.

OO0110TO OTpakeHHE HA 3aKOHOIATEIHOTO MpeIokKeHHe BbpXy Oromkera Ha EMA e npeacTaBeHo B TaOIUIMTE MO-0ITY.

Ta6muma: Otpaxenne BbPXy 6romkera Ha EMA — marHo pasnucanue’

T'oguna 2016 | 'oguna T'oguna 2018 | ['oguHa T'oguna T'oguna 2021

2 Xumnoresa: IIe IMa PBCT Ha 3asBICHUATA, Oe3 TOBa Ja ce oTpa3u Ha pasxoaute Ha EMA.
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EIIPB 3a ocHOBHara feiiHOCT + 3a

OOIM  YOPaBICHCKH  pa3xoju

(10 % oT ocHOBHaTa IeHHOCT)

AD - 161 708 eBpo/ronuna 4,4 4.4 4,4 5,5 5,5 5,5
AST -90 091 eBpo/ronuna 1,1 1,1 1,1 1,1 2,2 2,2
JTOrOBOPHO HAET TEPCOHAI 0 0 0 0 0 0
KHE 0 0 0 0 0 0
OBLIO nepconan 5,5 5,5 5,5 6,6 6,6 6,6
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Tabmuua: Otpakenue Bpxy Orokera Ha EMA — otuer 3a npuxoaure u pazxoaute (€)

O6mo  pa3xomad 3a  IMEPCOHAT
(= rogumHa 3ariara)

810615 810 615 810 615 988 494 1 087 594 1 087 594

Pasxomm 3a mMCMEHHM MPEBOAM Ha
AHIJTMICKH €3UK>

Pazxonum 3a oOpateH mpeBoj Ha 569 100 569 100 569 100 650 400 650 400 650 400
€3UKa Ha [IPE/ICTaBsIHE

569 100 569 100 569 100 650 400 650 400 650 400

Paszxomn 3a uT (pa3BoitHu 1125 000 375 000

JIEHHOCTH)

Pasxonu 3a UT (momuprkia) 225 000 300 000 300 000 300 000 300 000
O6mo pasxonu™ 3073815 2548 815 2248 815 2589294 | 2688394 2 688 394
Mpwxoaw or Taxcw™ 2555 000 2555 000 2555 000 2920000 | 2920 000 2920 000
Cando 518 815 6185 306 185 330 706 231 606 231 606

Ot Tabnuuara e BUIHO, Ye MMa BepOsTHOCT O10keTsT Ha EMA na npukimoun mepBarta rogusa (2016 r.) ¢ otpuiareaso cango. To3u aeduuut ce npensmxaa aa 0be MOKPUT ¢ APYTH NpUXoau B Oromkera Ha EMA.

PazuersT, HanpaBeH B TabnmIaTta MO-rope, ce OCHOBaBa Ha Mojel, mpu Koiito EMA paboTu Ha aHIIIMHACKH €3WK W CHOTBETHO TPEBEXIAa HA AHTIHUICKHN €3WK 3asBICHUATA,
MIPEACTaBEHH OT 3asIBUTEIINTE, a BIIOCIEACTBHE MIPEBEXKIA HA OPUTHHATIHNS €3UK Mo3unuaTa Ha EMA BBB Bpb3Ka C MPEIBAPUTEIHIUS KOHTPOJI, TIPEIH Ja sl M3MIPATH HA 3asIBUTEIIS.
Ha mpakTnka obaue Moxe a ce OKaxe, 4e OM OMIO LenechoOpa3Ho CIeABAHETO Ha APYr MOJEN, 3a Jla ce rapaHThpa Mo-TojsiMa e(eKTUBHOCT, KaTo ce padoTH ITUPEKTHO HA
OPHUIMHAIHHUTE €3ULH C M3MOJ3BaHEe Ha BBHTPEIIHHUTE PECypcH 3a MpeIBapuTeleH KOHTPOJ Ha MH(opManusara, 6e3 IpHu ToBa Aa ce NpHOArBa 10 IMHCMEH npeBoA. OTmycHaTHTe
atHU OpoKY 11e TpsidBa a ObJaT npepasriiefanu 10 oouo HUBo oT 15 AD ¢bec chOTBETHO HaMalleHHE Ha Pa3XOJUTe 38 MMCMEHHU MPEBOJIH.

3a 7 cTpaHUIH.
CaenBa 1a ce KAJKYJHPA PbCT HA HHJIANUATA B pa3mep Ha 2 %.
Taxkcata 3a apMarieBTHIHOTO APYKECTBO IIIe BB3Iu3a Ha 3650 eBpo.
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3.2.3.  Ouakeano ompadgxcenue 6vpxy 0i00dcemuume Kpeoumu 3a aOMUHUCHPAMUGHU
paszxoou

3.2.3.1. Pesrome

— Hpe,I[J'IO)KeHI/ICTO/I/IHI/II_II/IaTI/IBaTa HC Hajiara M3I10J3BaHC Ha 6IOI[)I(GTHI/I KpeauTu
3a AAMUHUCTPATUBHU pa3xoau

— 0O IpemnoxeHueTo/MHUIIMATHBATA BOAM 10 M3MOJI3BAaHE HA OIODKETHH KPEIUTH
32 aIMUHUCTPATUBHU Pa3XO/H CHIIIACHO OOSICHEHUETO MO-I0JTY:

B Mumonn EUR (¢ To4HOCT 10 TpeTrs 3HaK CIIeH AeCETHYHATA 3aIeTast)

T'oguna
N 26

T'oguna
N+1

T'oguna
N+2

T'oguna
N+3

...J1a ce 100aBsIT TOJIKOBA T'OJIUHH,

KOJIKOTO € He0OXO0IMMO, 32 J1a e

00XBaHEe MPOIBDKUTEITHOCTTA Ha
OTpaxeHHeTo (BX. Touka 1.6)

OBIIO

OYHKIUA 5
oT
MHOTOroaumHaTa
(puHancoBa pamka

Yogewmku pecypcu

Apyru
aJMHHUCTPATUBHU

pasxoau

Me:xauHHA cyma 110
OYHKIIUA 5
OT MHOI'OTOJHIHATA
¢uHancoBa pamka

HN3BBH
OYHKIUA 57
OT MHOI'OroauiaHaTa
¢punancoBa pamka

Yosewku pecypcu

Hpyru pazxonu
oT
aJMUHUCTPATUBEH
XapakTep

MesxauHHA cyma
w3BbH @YHKIMUSA 5
OT MHOTOTOAMIIIHATA

¢unancosa pamka

OBIIO

26 loguaa N e roarHaTa, B KOATO 3aII0YBa Jia CE U3ITBIIHABA MPEITI0KCHACTO/MHUIINATHBATA.
z TexHUYECKa W/WIM aAMUHUCTPATHBHA TIOMOI M Pa3XOJU B MOJAKpENa HA M3ITBIHCHUETO HA MPOTpaMu
n/wnmn pgevicteus Ha EC (mpemmmmam pemose ,.BA®), Hempska wm3ciemoBaTencka OEHHOCT, MpsSKa
HM3CJIEA0BATEICKA JEUHOCT.

BG
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3.2.3.2. OyaxBaHU HY’KIH OT YOBELIKH peCcypcu
— [ IlpennoxeHneTo/MHUIMATHBATA HE HaJlara M3MOJI3BaHE HAa YOBEIIKU PECYPCH

— O IpemnokeHueTo/MHUIIMATHBATA Hajara H3MOJ3BaHE HAa YOBCIIKA PECypCH
CBIIIAaCHO O0SCHEHUETO MO-J0ITY:

Oyenkxama ce noco46a 8 yeau CMouUHOCmu (UIU HA-MHO20 ¢ MOYHOCT 00 NbPGUSL 3HAK Cled Oecemudnama
3anemas)

...J1a ce J00aBsAT TOJIKOBA
TFOIMHH, KOJIKOTO €
HeOOXO0MMO, 3a Ja ce
oOxBaHe
MPOIBIDKUTEITHOCTTA HA
OTpaXeHUETO (BXK. TOUKA
1.6)

T'oguna | 'oguna | 'oguna | I'oguna
N N+1 N+2 N+3

¢ [llaTHu OpoOKY (ATB/KHOCTHH JIMIA U BPEMEHHO HAETH CJIYKUTEJIH)

XX 0101 01 (Ilenrpanara u
npeacraBuTesncTBara Ha Komucusira)

XX 01 01 02 (Jlenerarun)

XX 01 05 01 (Henpsika uzciieqoBarencka
JIEHHOCT)

10 01 05 01 (TIpsika n3cmenoBareIcKa JEUHOCT)

* BuuieH nepconasi (B eKBUBAJIEHT HA ITbJHO padoTHo Bpeme: EITPB)?®

XX 01 02 01 (JIHII, ITHA, KHE ot o6mus
(bMHAHCOB IMaKeT)

XX 01 02 02 (JIHII, ITHA, MEJ], MIT1 u KHE B
JieieraiuuTe)

3
- B LIEHTpajiara 0

XX 01 04 yy %

- B JACjCrauuuTre

XX 01 05 02 (IHII, ITHA, KHE — Hemnpsika
n3cieIoBaTeNcKa JeHHOCT)

10 01 05 02 (AHII, ITHA, KHE — npsika
n3cie10BaTeNncKa JeHHOCT)

Jpyru OroKeTHH peioBe (1a ce mocoyar)

OBIIO

% JHII = noroBopuo Haet nepconain; [IHA = nepconan, HaeT upe3 areHIMK 3a BpeMeHHa 3aetocT; MEJL

= wlaamu excreptd B aeneranus; MII = mecten nmepconan; KHE = xkomanaupoBaH HallMOHaJeH
eKCIIepT.

[lon TaBaHa 3a BBHIIHUS IIEPCOHAN OT OIOJUKETHHTE KPEIWTH 3a ONEPAaTHBHHU pa3xou (IpeAWIIHH
penose ,,.BA®).

I'maBHO 3a cTpykTypHUTE BoHIOBE, EBponeiickus 3emenencku (GOHI 3a pa3BUTHE Ha CEIICKUTE PaiOHU
(E3®PCP) u Epporeiickus ponn 3a pudapcro (EDP).

29
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XX e choTBeTHATA(HSAT) 00JIACT HA TIOJTUTUKATA WITH JISUT.

IToTpeOHOCTHTE OT YOBEHIKHA peCypcH Ime OBIAaT MOKPHUTH OT mepcoHana Ha I/, Ha KoWTO
BeYe € BB3JIOKEHO YIPABICHUETO HA JCHCTBUETO W/WIIM KOWTO € Mpepasnpe/ielieH B pAMKHUTE
Ha ['/], mpu HEOOXOAMMOCT 3aeHO C BCHYKH JOIIBIHUTEIHO OTIYCHATH PECypCH, KOWUTO
MoraT Aa ObaaT mpenocTaBeH! Ha ympasisBamara '/l B paMKuTe Ha TOIUIIHATA TIPOIeaypa
3a OTITyCKaHe Ha CPEJICTBA M KAaTO C€ MMAT IIPEIBU] OIODKETHUTE OTPAaHUICHIS.

Onucanue Ha 3a1a4uTC, KOUTO ’I‘pH6Ba Ja CC U3IIbJIHAT!

I[JTI))KHOCTHI/I Jmoga W BpEMCHHO
HaCTU CITYKUTEIIN

BobHuien nepconan
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3.2.4. Cvemecmumocm ¢ HACMOAWAMA MHO20200UWHA PUHAHCOBA PAMKA

— X IpemnoxxeHneTo/MHUNMATHBATa € CHhBMECTUMO(a) C MHOTOTOAMINHATA (PHHAHCOBA
paMKka, KosiTo ctaptupa npe3 2014 r.

— [ TpemnoxxeHneTo/MHUIIMATHBATA HAJIAra IPENporpaMupane Ha ChOTBETHATA (QYHKIUS OT
MHOTOTOIMIITHATA (PUHAHCOBA paMKa.

‘ O6scueTe HY?KHOTO IpeHuporpaMmupaHe, Kato moCOUYUTe CbOTBETHUTC 6IOZI)KeTHI/I pCaoBe U CyMHu.

- O HpeI[J'IO)I(CHI/IeTO/I/IHI/II_II/IaTI/IBaTa HaJlara Jga €€ H310JI3Ba MHCTPYMCHTBHT 3a I'bBKAaBOCT

1
HJIN aa C€ Ipepasricaa MHOroroavimHata (bHHaHCOBa paMKa3 .

‘ O0sicHeTe HyX/1aTa, KaTo NOCOYHUTE ChOTBETHUTE (DYHKLIMH, OIOPKETHH PEJOBE U CYMH.

3.2.5.  Yuacmue na mpemu cmpanu 6v8 puHancuparemo
— IlpemnoxxeHnero/MHUIIMATHBATA HE TIPEABUK/IAa Ch(PUHAHCUPAHE OT TPETH CTPaHU

— IlpemnoxxeHneTo/MHUIIMATABATA TIPEIBIKAA Ch()UHAHCUPAHE CHIIIACHO CIEIHUTE pa3ueTHU
JaHHU:

Bromxetnu kpeautu B MuroHu EUR (¢ TOYHOCT 10 TpeTHs 3HaK ciiel| JeceTHdHaTa 3ameTast)

...Ja ce 100aBsAT TOJIKOBA
TFOJUHU, KOJIKOTO € HEOOXOIUMO,
3a J1a ce 00XBaHe 06110
MPOIB/DKUTETHOCTTA Ha
OTpaXeHHUETO (BX. Touka 1.6)

T"'onuna T"'onuna T"'onuna I'onuna
N N+1 N+2 N+3

Ilocoueme
CcvuHaHCUpawus opean

OBIIO chhuHaHCHpaHU
O10/PKETHU KPEIUTH

BG

3 Bx. Toukn 19 u 24 oT MeXIyHHCTUTYIIHOHATHOTO CIIOPa3yMeHHE.
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3.3.

OuyakBaHO oTpaKeHHe BbPXY NPUXOAUTE

— X Ipemnoxxennero/mHUNMATHBATA HIMA (PUHAHCOBO OTPAKEHUE BHPXY MPHXOIUTE.

- O HpeI[J'IO}I(CHI/IeTO/I/IHI/II_II/IaTI/IBaTa HnMa CJICIHOTO (1)I/IHaHCOBO OTPAXCHUC!:

- O BBPXY COOCTBEHHU PeCypCcH
- O BBPXY APYTUTE PUXOAN
B MumoHr EUR (¢ TOYHOCT 110 TpeTHsl 3HAK CJIe]] IeCETUIHATA 3areTas)
OrpaxeHue Ha npez[noxceHHeTo/HHHuMaTMBaTa32
Hamnuau
OIOKETHU
Ipuxonen OroIKETCH KPEIUTH 32 6
pe: Texymara ...J1a ce 100aBAT TOJKOBA KOJIOHH,
GIOKETHA loguna Tl'oguna T'oguna l'oguna KOJIKOTO € HEOOXOIMMO, 3a J1a ce
rOIHHA N N+1 N+2 N+3 00XBaHe MPOIBDKUTETHOCTTA Ha
OTpaKCHHETO (BXK. TOUKa 1.6)
Crartus ... ... ....

3a npyruTe 1eNieBU MPUXOIH J1a Ce ocour(ar) 3acerHaTusiT(Te) pa3xoneH(Hn) OromkeTeH(HN) pea(oBe).

I[a C€ MOCOYM METOABT 3a U3YHCISIBAHE HAa OTPAKEHUETO BBPXY IIPUXOIUTE.

32

BG

[Io ce oTHAcs IO TPaOWIIMOHHUTE COOCTBEHH pecypcH (MHTa, HAIIO3U BHPXY 3aXapTa), MOCOUYCHUTE CyMHU TpsiOBa
Ja ObIaT HEeTHH, T.€. OPyTHU CyMH, OT KOUTO ca MpHcHagHaTi 25 % 3a pa3xoau 1o chbOMpaHeTo.
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