MOTHUBU
KbM npoekT HAa Hapen6a 3a nonbanenue Ha Hapenoa Ne 7 ot 2015 r. 3a kputepuure 3a
onpeessiHe HA 3200/15IBAaHUSTA, 32 YHETO JOMAIIHO JedyeHue Hanuonaanara
3APABHOOCHUTYPHUTEIHA KAca 3aIJI1a1IA HATBJIAHO WJIH YACTHYHO JIEKAPCTBEHH NMPOAYKTH,

MEAUIUHCKHA U3AECTUA U TUCETUYHHA XPAaHHA 32 CIICNUATHA MECAUIITUHCKH LEJIN

[TpyunHUTEe, KOUTO HajaraT MpHEeMaHeTO Ha NMpoekT Ha Hapenba 3a mombiiHeHue Ha
Hapen6a Ne 7 ot 2015 r. 3a kpuTepuute 3a OnpeneisiHe Ha 3a00JsSBaHUATA, 32 YUETO JOMAITHO
nedyeHne HamuonanHata 3apaBHOOCUTYpUTENIHA Kaca 3alulalia HallbJIHO WIM YacTUYHO
JIEKapCTBEHU NPOAYKTU, MEIUIIMHCKU M3AENUs U JUETUYHH XPaHU 3a CHECLHATHU MEIUIMHCKU
nenu (Hapemba Ne 7 ot 2015 1.) ca cBBbp3aHu ¢ oOHapoJIBaHETO Ha 3aKoHa 3a OrOKETa Ha
Hanumonannarta 3apaBHoocuryputenHa kaca 3a 2025 r. B uuTupanus 3akoH ce IpeaBHXKAA
Hanwonannara 3apaBHoocuryputenna kaca (H30K) na 3amnamia jiekapCTBEHH MPOAYKTH IO
JIEKapCKO TMpeANHCaHhe 3a JIOMAllHO JIeYeHHE Ha OCTpU HUHGEKIHO3HU 3a00JsIBaHMs,
BKJIFOUMTETHO aHTUOAKTEpUATHH JIEKAPCTBEHHU MPOAYKTH, HA TEPUTOPUSITA HA CTpaHATa HA JIHIIA
10 7-ToauIIHa Bb3pacT.

HeoGxomumo e mom3akoHoBara ypemda nga ObAe MNpHBeneHa B CHOTBETCTBHE ChC
3aKOHOBUTE pa3nope0u, KaKTo U3UCcKBa wi. 15, ai. 1 oT 3akoHa 3a HOpPMAaTUBHUTE aKTOBE.

C mpoekra ce mpeanara OpU NPeaBUICHH CpeAcTBA B 3akoHa 3a OOKeTa Ha
Hanmonannara 3apaBHOOCUTYpHUTENHA Kaca 3a cboTBeTHaTa roauHa, H30K na 3amaia HambiHO
WJIM YaCTHYHO 3a JOMAIITHO JIeUE€HHUE JIEKAPCTBEHU MPOTYKTH I10 JIEKAPCKO MPEIIUCaHNe Ha OCTPU
MHQPEKIMO3HN 3a00JIBaHUs, BKJIIOUUTEIHO AaHTUOAKTEPHATHH JIEKAPCTBEHU IMPOAYKTH, Ha
TEPUTOPUSATA Ha CTpaHaTa Ha JIMIA 0 7-TOJMIIHA Bb3PAcT, 32 KOUTO ca U3M'bJIHEHH KPUTEPUUTE
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mo wi. 1, am. 1, 7. 1 u 1. 2, OykBH ,,B”, , 1, ,,”° U , &  oT Hapenbara, xakTo U cregHUTE
JOTBJIHUTEITHU KPUTEPHH:

1. octpu MHQEKIMO3HU 3a00MNSBaHUS C TMOTBBPJACH WM BEPOSATEH OakTepuajaeH WU
Mapa3uTeH MPUUYUHUTEN;

2. ocTpu MH(PEKIINO3HM 3a00JISIBAHUS C TIOTBBP/ICH WIIH BEPOSITEH BUPYCEH IPUIHHHUTEI, 32
KOWTO MMa NepopaiHa aHTHBUPYCHA TEpaIusl.

Kpurepuure mo wn. 1, an. 1, . 1 u 1. 2, OykBH ,,B”, ,”, ,.&”° u , K oT Hapenbara ca
ClieqHUTE: 3a 3a00JSIBAHETO € MPHJIOKUMO JIOMAIIHO JICYeHHE; TPOBEXKIAHETO Ha JIOMAIIHOTO

JIeYEHHE Ha 3a00JIIBAHETO BOJU Ha-MaJIKO 10 YCTHUPU OT CICOAHUTC PCIYJITATH: HAMAJISIBAHC HaA

YCIOXHCHUATA OT 3360J’I$IBaHeTO; HaMaJIIBaHE Ha YecToTara H/WJn MNPpOABJKUTCIIHOCTTA HaA



BpeMEHHAaTa HEpabOTOCIIOCOOHOCT MpH MAlMeHTUTE; HaMalsgBaHE Ha HEOOXOJUMOCTTa OT
XOCIUTANU3UpPaHEe Ha MAIMEHTHUTE; NOMBIHUTEIHU TEPareBTUYHHU TOJ3U W/WiIM yAoOCTBa 3a
nanueHTure. M30poeHute KpuTepun ca cboOpa3eHH C XapakTepa Ha 3a00JiIBaHUATA, a C
BBBEXK/IAHETO Ha JIOM'BJIHUTEIHUTE KPUTEPUU IIe MOXKE Ja c€ 0OXBaHE MO-IIUPOK CIEKTBpP OT
ocTpHu HH(EKIINO3HU 3a00siBaHus, 3a konto H30K e 3amnania gsexapcTBeHH MPOYKTH 3a JIUIA
110 7-rOJIMIIHA Bb3PacT.

Ciien mpueMaHeTo Ha MPOEKTa ChIiiacHo 4wi. 45, an. 4 oT 3akoHa 3a 3J[paBHOTO OCUT'YPsIBAHE
€ HeoOxoauMo nombiiBaHe Ha Cruchka Ha 3a00JsBaHMsATa 3a yueTo AoMainHo jJedenne H30K
3ariaila HalbJIHO WJIM YAaCTUYHO JIEKAPCTBEHW MPOIYKTH, MEAUIIMHCKH HM3JEIHUS U AUCTUUYHU
XpaHU 3a CHelUalHd MeAUIMHCKH 1enu. Toit ce onpenens ¢ pemenue Ha HanzopHus chBeT Ha
H3O0K cpobpaszno kputepunte, onpeneneHu B Hapenda Ne 7 ot 2015 .

ToBa OT CBOSI CTpaHa IIe JaJie Bb3MOXKHOCT Ha MMPUTEKATSIIMTE Ha pa3pelieHue 3a ynorpeda
Ha JIEKAPCTBEHUTE MPOYKTH, KOUTO Ca OTHOCUMHU KbM MTOCOUYEHUTE 3a00JsIBaHUsI, 1a HHUIIUUPAT
aJIMMHHUCTpaTHBHA TpOIEAypa MO BKIOYBAaHETO MM B [lO3WTHMBHUSA JIEKapCTBEH CHUCHK Ipel
Harnmonanuus cbBeT 10 1IEHU U peuMOypcHpaHe Ha JIEKAPCTBEHUTE MPOTYKTH.

[lenTa Ha IPeIIOKEHUS IPOCKT € Ja ObJaT Ch3IaJCHH KPUTCPUH, HA KOUTO J1a OTTOBAPST
rOpernocoYeHUTe 3a00JIsIBaHMs, 3a Ja MOrar Ja ce MpeanpueMaT IMOCJeIBAIlNd JIEUCTBHUS OT
IbpKABHUTE UHCTUTYIIMH U Taka Jia ce pealn3upa 3arialfaHeTo Ha JIEKapCTBEHUTE MPOJYKTH 3a
Jera 10 7-rouiIHa Bb3pacT.

OuyakBaHUSAT pe3yaTaT OT MPUEMaHe Ha MPOEKTa € OCUTYPSIBAHE Ha 3aIUIAIAHETO OT CTpaHa
Ha H30K 3a nexapcTBeHU MPOIYKTH IO JIEKAPCKO MPEANMUCAHUE 32 JOMAIIHO JICUEHHWE Ha OCTPH
MH(MEKIMO3HU 3a00MsSBaHus, BKIIOUYUTETHO AaHTUOAKTEPHATHU JIEKapCTBEHH MPOJIYKTH, Ha
TEPUTOPHATA Ha CTpaHaTa Ha JIUIA 10 7-TOAUIIIHA Bb3PAacT, 33 KOUTO KbM HACTOSIIIIMS MOMEHT HsIMa
npeABUeHO (PMHAHCUPAHE C MyOJIMYHU cpeicTBa. ToBa Iie HaMalld Pa3xoIMTe Ha TOMaKUHCTBAaTa
3a JIEKapCTBEHU MPOAYKTH, ThH KaTo JIe1ara 10 7-TOIUIIHA B3PACT ca Cpejl Hail-ya3BUMHTE TPYITH
MAlUMeHTH W Hail-uecTo CTpajaT OT OCTpU MHGEKIHMO3HU 3a00JsSBaHUS, OCOOEHO IMpe3 €CEHHO-
3UMHHUS Tieproy. Taka 111e U3MBJIHUM YacT OT npenopbkute Ha CBETOBHATA 3[jpaBHA OpraHU3AIlHs,
Opranm3anuara 3a WKOHOMHUYECKO CHTPYAHHYECTBO W PA3BUTHE M JIPYTH MEXKIYHAPOIHU
OpraHu3alii W WHCTUTYIIUM 3a HaMallsiBaHE Ha TPEKUTE pa3XoAd Ha JOMaKHHCTBaTa 3a
JIEKapCTBEHH MPOIYKTH.

DUHAHCOBUTE CPEACTBA, HEOOXOAMMH 3a TpHIAraHe Ha HOpMaTHBHaTa ypenda ca B
pamkute Ha Oromketa Ha H30K 3a 2025 r., mopaay KOeTo mpeIIoKEHUSIT MPOEKT Ha aKT HIMa Ja

OKa)ke JIOMBJIHUTETHO (PUHAHCOBO Bb3/IEUCTBHE BHPXY MyOIMUYHUTE PA3XOAHU.



Crnen M3BBPILEH aHAIM3 3a CbOTBETCTBUE C IPaBOTO Ha EBporelickus Chl03 c€ YCTaHOBH,
ye OOILIECTBEHUTE OTHOIICHHUS, IPEIMET Ha MPOEKTa Ha Ta3u Hapenda, HE ca PEerIaMeHTHUPaHH B
€BPOIEHCKOTO 3aKOHOIATEJICTBO. Ypeadara Ha OOIIECTBEHUTE OTHOLICHHUS, TIPEIMET Ha MPOEKTa
Ha Hapen0a, € BHIIPOC HAa HAIIMOHAIHO PEIICHHE U € OT KOMIIETEHTHOCTTA Ha OT/IETHUTE IbPKABH
yiieHkn. ToBa mpousTrya ot paznopeadara va wi. 168, map. 7 ot JoroBopa 3a pyHKIIMOHUpaHE HA
EBporeiickust cbi03, KOATO MPEABUK/IA U3KIIOUNTEIIHA KOMIETEHTHOCT Ha IbPKABUTE YICHKH IO
oIpeziesisiHe Ha 3[jpaBHATa UM MOJUTHKA U OPraHU3UPAHETO U MPEAOCTaBIHETO Ha 3/IPaBHU YCIyTU
Y MEIUIIMHCKH TPUXKU.

Ha ocnoBanue ui. 26, ai. 4, u3pedeHue BTOpo OT 3aKOHA 32 HOPMATUBHUTE aKTOBE CPOKBT
3a 001IeCTBEHO 0OCHXKIaHe Ha TpoekTa Ha Hapenba 3a nombianenue Ha Hapen6a Ne 7 ot 2015 1. €
14 nuu. Heob6xoauMocTTa OT OmpeleisHe Ha IMO-KPaThbK CPOK 3a OOILIECTBEHO OOCHKIaHE €
IIPOJUKTyBaHa oT npeaBuaeHus B § 18 ot 3akoHa 3a 6romxera Ha H30K 3a 2025 r. cpok, chriiacHo
koiito H30K mie 3ammamia JekapCcTBEHUTE MPOAYKTH IO JICKAPCKO MPEANHCaHUE 3a JOMAIIHO
JIeYeHHEe Ha OCTpU MH(MEKIMO3HU 3a00JIBaHUSA, BKIIOUYUTEIHO aHTUOAKTEpUATHHU JIEKAPCTBEHH
MPOYKTH, Ha TEPUTOPUATA HA CTpaHaTa Ha JIMLA 0 7-roauiiHa Bb3pact oT 1 ronu 2025 r. OcBen
IIPOMEHUTE B HACTOALATa Hape10a € HE0OXOAMMO B paMKUTE HAa TO3H CPOK Ja ObAaT MHULIMUPAHU
U IPOLEAYPUTE 10 BKIIOYBAHE HA KOHKPETHUTE OCTpU MH(DEKIMO03HU 3a00isaBanus B Cuchbka Ha
3a0onsaBaHusATa, 3a uyMero aomamHo JedeHne H3OK 3ammama HameiaHO WIM YacTUYHO
JIEKapCTBEHH NPOAYKTH, METUIIMHCKU U3AETHUS U TUETUYHU XPaHU 3a CICUUATHU MEIUIMHCKU
LeIH, U TI0 BKJIIOYBAHETO Ha JIEKAPCTBEHMTE NMPOAYKTH 3a Te3U 3aboisBaHus B llo3uTuBHMS

JIEKapCTBEH CITUCDHK.



