MOTHUBH

KbM MpoekT Ha Hapenba 3a uamenenue u nombinenue Ha Hapen6a Ne 34 ot 2005 r. 3a
pela 3a 3amianane OT peryOInKaHCKUs OI0/DKET Ha JICYEHHETO Ha OBIrapCKUTEe TPAXKIAHH 32
3a00JsBaHMsI, U3BBH 00XBaTa Ha 3aIBJDKUTEITHOTO 3/IPABHO OCUTyPsSIBAHE

[IpennoxkeHusAT MPOEKT € M3rOTBEH BBB Bpb3Ka C Bb3HUKHANATa HEOOXOAMMOCT OT
M3MCHEHHUE Ha ChIECTBYBAIlaTa HOpMaTUBHA ypen0a, Kacaemlo cera JeHCTBAIINTE CPOKOBE, 32
KOUTO C€ MPEANHUCBAT U OTIYCKAT JIEKAPCTBEHHUTE MPOAYKTH. Y IBKaBaHETO Ha CpOKa 3a
MpeANUCBaHe U OTIYCKaHE Ha JIEKApCTBEHW NPOJIYKTH Ha TPU Mecela Ie JOBEAE 10
3HAYUTEIIHO 00JIEKUEHHE 3a MAUEHTUTE U [IpeMaxBaHe Ha HEeyJ00CTBaTa 3a TAX, CBbP3aHU ChC
3ary0a Ha BpeMe, TPAaHCIIOPTHU Pa3XO0JY U PUCK OT HapylIaBaHE HA aHOHUMHOCTTA UM.

Llenta Ha HpeUIOKEHUTE TPOMEHHU € JIa CE€ YPEIsIT CIydyauTe, IPU KOUTO MALUEHTH ChC
cTabuiaHO 3a00JsBaHEe, KOETO HE M3HMCKBA ©KEMECEUeH KOHTPOJ, Ja MOTaT Ja TojydaBaT
JIEKapCTBEHH MPOJIYKTH 32 CPOK OT TPHU Mecela.

[TpoMeHuTe, KOUTO C€ MPEABMKAAT IIe JAOBEAAT IO IOMMBIHUTEIHO OOJICKUYCHUE 3a
JIEKapUTe U MEIUIIMHCKUSA TIEPCOHAN, KOUTO UMAT BCE MO-OTPAaHUYEHO BpeMe 3a KOHCYJITAIUU
Y TIPETJIeIU, TIOPaId HEMPEKbCHATO YBEIMUYABAIIHS Ce OpOH MAIMCHTH.

C men mo-ronsiMa OTYETHOCT W KOHTPOJ IO OTHOIICHHWE Ha MPEANHCBAHETO U
OTIYCKaHETO Ha JIEKAPCTBEHHUTE NPOJIYKTH 3a CPOK OT TPU MeEcCela Ce Ch3llaBa HOBO
[Mpunoxxenne No 116 kpM ui. 24, an. 3 3a OTYMTAHE HA MOJIYYEHUTE U HW3PA3XOJIBaHU
JIEKapCTBEHU IPOJIYKTH, IIPEIHA3HAUEHU 3a JICYEHHE Ha 3a00JsBaHusATa 110 Wi. 2, ait. 1, T. 3 ot
Hapezabara.

H3MeHeH e TeKCThT Ha 4. 27a, BbB Bph3Ka C Mpelr3upaHe Ha aHAIM3a HEOOXOAUM 3a
M3TOTBSIHE HAa TOAMIIHA 3asBKA 32 HEOOXOJAMMHUTE PAAMOAKTUBHU JICKAPCTBEHU MPOIYKTH,
PaAMOHYKIIUTHU TEHEPATOPH, KUTOBE M PAAHOHYKIHIHU TIPEKYPCOPH.

TexcTbT Ha wi. 33, ann. 5 e Mpenu3upaH u € MPUBEJICH B CHOTBETCTBUE C pa3nopeadara
Ha .13, an.2 ot Hapen6a Ne2 ot 20 ronu 2012 1. 3a ycioBusTa U pea 3a OChIUIECTBSIBAHE Ha
Mporpamu 3a JICUEHHWEe C arOHUCTH U arOHUCTU-aHTarOHUCTH Ha JIMIIA, 3aBUCUMHU KbM OTTHOU/IH.

[Ipuemanero Ha Hapendara HAMa Ja OKakKe MPSKO H/WIM KOCBEHO BIHSHHE BBHPXY
JbP>KaBHUS OFOKET.

OyakBaHUAT pe3yNTaT OT MPUEMAHETO Ha IMPOEKTa € Ch3/laBaHe Ha YJIECHEHHEe 3a
MalMeHTH CbhC CTA0MIHO 3a00JsBaHE, KOETO HE M3HUCKBAa €XEMECEYeH KOHTPOJ, KaTo
MpOMSIHATA IIIe TTOJI00pPU CHIIECTBEHO KaYeCTBOTO HA KUBOT Ha MAaIlUEHTHTE, O€3 TOBa Ja ce
OTpa3u BBPXY KAYECTBOTO Ha MPOBEKIAAHOTO JICYCHHUE U BH3MOXKHOCT 32 KOHCYJITALMM TIPH
HE00XO0IUMOCT.

Cren m3BBpIIEH aHAIM3 3a CHOTBETCTBHME C TMPAaBOTO Ha EBpomeiickusi chio3 ce
yCTaHOBH, Y€ OOIIECTBEHUTE OTHOIICHHs, MpEAMET Ha MpOeKTa 3a Ta3u Hapenda, HE ca
periiaMeHTHpPaHU B €BPOINEHCKOTO 3aKOHOIATENICTBO. Y pendara Ha 00IIeCTBEHUTE OTHOIICHNUS,
MpeIMeT Ha MPOeKTa Ha Hapea0a, € BIIPOC Ha HAIMOHAITHO PEIICHUE U € OT KOMIIETEHTHOCTTA
Ha OTJEJICHUTE JIbpKaBU-uwICHKHA. ToBa Mpou3THYa OT pazmopendata Ha wi. 168, map. 7 oT
JloroBopa 3a ¢yHKIMOHUpaHe Ha EBpomeiickusi Cbhi03, KOSATO MPEIBIKAA H3KIIOYUTEITHA
KOMITIETEHTHOCT Ha JIbPXKABUTC-WICHKHA IO OMNpeeNisTHE Ha 37paBHaTa WM TOJUTHKA M
OpPraHU3UPAHETO U MPEIOCTABSIHETO Ha 3APABHU YCIYTH U METUITUTHCKU TPUXKH



