MOTHUBH

KbM npoekT Ha Hapenba 3a uamenenne na Hapenba Ne 34 ot 2005 r. 3a pena 3a
3aIuIala’e OT JIbpPKaBHUS OIO/KET Ha JICYEHHETO Ha OBIrapCKUTE TPaXKaaHH 32
3a00JsBaHMs, U3BBH 00XBaTa Ha 3aIBJDKUTEITHOTO 3/IPABHO OCUTYPSIBAHE

[TpenioskeHUAT MPOEKT € M3rOTBEH BbB BPb3Ka C Bb3HMKHAlIaTa HEOOXOIUMOCT OT
M3MEHEHHE Ha ChINECTBYBalllaTa HOPMAaTHBHA ypenba, C oOrjen NPUBEXKIAHETO W B
CBOTBETCTBHE C pasnopeadara Ha wi. 262, an. 12 ot 3akoHa 3a JICKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEIUIIMHA, BISA3JIa B CHJIa ChC 3aKOHA 32 AbP)KaBHUS OIOJKET U M3MECHEHUSTA B
HapenOata 3a ycnoBusiTa, paBujaTa U pella 3a peryjiupaHe U perucTpupaHe Ha LIEHUTE Ha
JIEKapCTBEHUTE MPOAYKTH, Biie3su B cuiia oT 01.04.2019 r.

IlenTa Ha npeUIOKEHUTE IPOMEHHU € LIEHOOOPa3yBaHETO Ha JIEKApCTBEHUTE MPOIYKTH,
KouTo ce 3amamar no peaa Ha Hapenba Ne 34 or 2005 r., 1a chbOTBETCTBA Ha MOCIEIHUTE
U3MEHEHMs B JIeHicTBalaTa HOpMaTHBHA ypenba B Ta3u cdepa. Llenara e na ce pasmmpst
BB3MOKHOCTUTE NP ONpEessHE Ha MAaKCUMaJlHaTa CTOMHOCT HA IOCOYEHMUTE JIEKApCTBEHU
MPOAYKTH, KaTO Ce ThPCH Hal-HHCKAaTa CTOMHOCT M3MEXIY MPEAXOIHOTO IOTrOBapsiHE (B
cllyyail, ye TakoBa € IPOBEJICHO), Hall-HUCKaTa CTOMHOCT, U3UMCiIeHa Ha 0a3a 11eHa 3a ChIIUs
JIEKapCTBEH MPOAYKT IO MEXIYHAPOJHO HEMAaTEHTHO HAUMEHOBAaHHE CbhC ChOTBETHATA
JeKapcTBeHa (Gopma, 3arianata oT o0IIecTBeHUTe (POHI0BE HAa CTPAHUTE, IOCOYEHH B Ul §,
an. 1, 1. 1 or Hapenbara 3a ycnoBusiTa, npaBuiaTa U peia 3a peryjiipaHe U perucTpupaHe Ha
LIEHUTE Ha JIEKAPCTBEHUTE IPOAYKTH, 1 MAaKCUMaJIHATa CTOMHOCT, JOIOBOPEHA 110 pe/ia Ha 4.
262, an. 12 ot 3akoHa 3a JIEKApCTBEHUTE MPOJYKTH B XyMaHHAaTa MEIUIMHA.

[TpomeHunTe, KOUTO Ce MPEABIKIAT 111 JOBEAAT 10 Bb3MOXKHOCT 3a ONpeieNIsIHe Ha MO-
HUCKA CTOHHOCT TpPH M3rOTBSHE HA CIEHU(HUKAIMATA IPU MPOBEXKIAHETO Ha OOIIECTBEHA
MOpBUKa 3a JOCTaBKa Ha JIEKApCTBEHUTE MPOAYKTH, 3alljalllaHi ChC CPEJICTBA OT JbPKaBHHUS
OFOIKeET.

C npuemaHeTo Ha HapendaTa ce OYakBa Jla Ce OKake MO-0JaronpHusITHO Bb3JEHCTBHE
BBPXY AbPKaBHUS OIOJUKET, TPEABHI pa3IINpeHaTa Bh3MOKHOCT 32 H300p MPH ONPEIEIISTHETO
Ha MaKCHMaJHaTa CTOMHOCT, 10 KOSATO JIEKapCTBEHUTE MPOAYKTH, 3allIalllaH! OT Or0JKeTa Ha
MUHHCTEPCTBOTO Ha 3/pPAaBEONa3BAaHETO C€ OCTABAT Ha JICYCOHHWTE 3aBENCHHS — KpaiHH
nosyyarenu no pena Ha HapenGa Ne 34 ot 2005 .

Crnen W3BBpIIEH aHaIM3 3a CHOTBETCTBHE C MNPaBOTO Ha EBpomelickus cbhlo3 ce
YCTAHOBH, Y€ OOIECTBEHUTE OTHOLICHHUs, NMpEeIMEeT Ha MpPOEKTa 3a Ta3u Hapenda, He ca
periIaMeHTHpaHH B €BPOIIEHCKOTO 3aKOHO/IATENICTBO. Y peadara Ha 00IIeCTBEHUTE OTHOIICHUS,
IpeaMeT Ha ITPOeKTa Ha Hape10a, € BhIIPOC Ha HAIMOHAIHO PELIEHHE U € OT KOMIIETEHTHOCTTa
Ha OTJEJICHUTE IbpKaBU-uwIeHKHU. ToBa mpou3THYa OT pazmopendarta Ha 4. 168, map. 7 oT
JloroBopa 3a (yHKUMOHUpaHe Ha EBpomeickus cbio3, KOSATO MpeABMXKAA H3KIIOYUTEIHA
KOMIIETEHTHOCT Ha IbpP)KABUTE-WICHKH II0 OIpENeNsTHE Ha 3]paBHAaTa MM IOJUTHKA H
OpPTraHU3UPAHETO U MPEIOCTABIHETO Ha 3/IpaBHU YCIYTH U METULIMHCKU TPHKH.

Ha ocHoBanme wi. 26, an. 4, u3peueHue BTOpO OT 3aKOHA 32 HOPMATHBHUTE aKTOBE
CPOKBT 32 O0IIECTBEHO 0OCHK/IaHe Ha MPOEKT Ha 3a U3MEHEHHeE U JorbiHeHne Ha Hapenda Ne
34 ot 2005 r. 3a pena 3a 3amamniaHe OT AbPXKABHUs OIO/KET Ha JICUEHHWETO Ha OBJITapCKHUTE
rpakJIaHu 3a 3a00JIABaHuUs, U3BbH 00XBaTa Ha 3aJbJDKUTEIHOTO 3JpaBHO OCHrypsiBaHe e 14
aHu. HeoOxoamMocTTa OT ompenensHe Ha MO-KpaThK CPOK 3a OOMIECTBEHO OOCHXKIAHE €
NPOAMKTYBaHAa OT TMPEACTOSAII0 IMPOBEXJaHe Ha oOllecTBEHa MOpbYKa 3a JOCTaBKa Ha
JIEKApCTBEHH TPOJIYKTH HA JICYSOHHUTE 3aBEICHHUS — KpaifHH TOTyJaTeNd 1Mo peaa Ha Hapenda
Ne 34 o1 2005 r. KaTo 1o T031 HauuH 1€ ¢ OCUTYpU HABPEMEHHOTO JIeUeHHE Ha OBJITapCKUTE
MAIMEeHTH ¢ HEOOXOANMUTE JIEKAPCTBEHU TPOTYKTH.



