MOTHUBH

KbM npoekT HAa Hapenba 3a uzmenenue na Hapenoa Ne 4 or 2009 r. 3a ycjioBusita u pena
3a npeAnucBaHe M OTIYCKAHE HA JIEKAPCTBEeHH MPOAYKTH

[IpemioxeHusAT NPOEKT Kacae Bb3MOXKHOCTHUTE 3a MPEANUCBAHE HA JIEKAPCTBEHU MPOAYKTH Ha
penentypHa O1aHka ¢ Osul UBAT. [I[pUYMHUTE KOMTO HajaraT W3BBLPIIBAHETO HA MPOMSHA B
Hapen6a Ne 4 ot 2009 r. 3a ycrnoBusaTa ¥ pejia 3a MpeIMCcBaHe U OTIYCKaHE Ha JICKAPCTBEHHU
MIPOJYKTH ca MOPOJIEHU OT HEOOXOIMMOCTTA OT MPEIOCTaBsIHE HA aITEPHATUBHU Bb3MOXXHOCTHU
MIpH MPEANKUCBAHE HA JIGKAPCTBEHU MPOAYKTH KAKTO €IEKTPOHHO, TaKa U Ha XapTUEH HOCUTE.

C Hapenoara 3a nonssinenne Ha Hapen6a Ne 4 ot 2009 r. 3a ycioBusiTa 1 pejia 3a MpeicBaHe
U OTIIyCKaHE Ha JIEKapCTBEHU MpoaykTu (o6H., JIB, 6p. 107 ot 2020 r.) ce BBBeae pexd 3a
MPEIMCBAHE U OTITYCKAaHE Ha JIEKAPCTBEHU MPOAYKTH B €JIEKTPOHHA Cpelia, Ype3 TeHepupaHe
OT MEIUIIMHCKHUTE CICHUATUCTA Ha CIEKTPOHHH MPEIIHCAHUS U IOCIICABAIIOTO UM
W3IIBJIHEHHE B anTeKuTe. PermamMeHTupa ce W NpexojeH IEepuoj, B KOWTO € B CHIIa
BB3MOKHOCTTa 32 NPEINKMCBAHE HAa IOCOYCHUTE PEHENTH Ha XaPTHEH HOCHTEN WIH C
CJIEKTPOHHO NPENUCAHHE.

C Hapenbata 3a usamenenue Ha Hapenbara 3a nonwinenue Ha Hapenba Ne 4 ot 2009 r. 3a
yCIOBUSITA U PE/Ia 3a MPEANKUCBAaHEe U OTITyCKaHe Ha JIeKapCTBeHU MPoayKTH (00H., [IB, 6p. 37
ot 2021 r.) ce yapmxu 10 31 mait 2021 1. nmpexogHus MepHOJ, B KOUTO U3/IaJICHUTE PELEnTH
Ha XapTHEH HOCHUTEN C€ M3MBIHABAT MO JOCETallTHUsS pell 10 M3THUYaHEe HAa CPOKa Ha TSIXHAaTa
BanmuAHOCT. C HAapaBEeHOTO U3MEHEHUE C€ JIaJI€ Bb3MOKHOCT HAa MEUIIMHCKUTE CIIEUATUCTH,
KOWUTO UMAT MPABO J1a MPENUCBAT JIEKAPCTBEHHU MPOYKTH, J1a CE€ MPUCTIOCOOST HAMIBIHO KbM
HOBUS peJl ¥ 1a HAATPasAT METUIIMHCKUS CH COPTyep.

C Hapenbara 3a n3menenue u nonbiaHenue Ha Hapen6a Ne 4 ot 2009 r. 3a ycinoBusiTa u peaa
3a MpeaNUCBaHe U OTIYCKaHEe Ha JIeKapCTBEHH MpoAykTu (o6H., [IB, 6p. 53 ot 2022 r.) ce
IIPEeIBUIN BB3MOXKHOCT ciel | HoemBpu 2022 1. Aa ce MpeMUHE KbM M3ISUIO €JIEKTPOHHO
IIPEANNCAaHUE, KaTO CE NPEIBUAUXA HIKOM M3KIIOUEHUS, B KOUTO JIEKAPCTBEHH NIPOAYKTU
MOrar /ia c€ U3MUCBAT Ha XapTHEeH HOCUTET.

Crnen u3BBpIIBAHETO HAa OOCTOCH W 3a1bJIOOYEH aHalU3 OTHOCHO BB3MOXKHOCTHTE 3a
IPENICBaHE Ha JIEKAPCTBEHU MPOAYKTH Ha €JIEKTPOHEH W/UIM XapTHEH HOCUTEI Ce CTUTHA 10
000CHOBaHHUS U3BOJI, Y€ € He0OXOAMMO J1a ce U3BbpIIH npoMsiHa B Hapen6a Ne 4 ot 2009 r. 3a
YCIIOBUSATA U PEAA 3a IPEANNCBAHE U OTIYCKaHE Ha JIEKapCTBEHU MIPOIYKTH.

HeobxonumaTta mpoMsHa ce u3pas3siBa B TOBa Ja C€ Cb3AaJe MapajeIHa Bb3MOMXKHOCT
JIEKapCTBEHUTE NPOAYKTH, NPEANHCBaHU HAa OOMKHOBEHa Osa pelrenra, Ja MoraT Ja ce
M3/1aBaT KAaKTO €JEKTPOHHO, Taka M Ha XapTueH Hocurten. OCHOBHM 3aTPyJHEHHUs Cpelar
MEAUIMHCKUTE CIELHUAINCTH, KOUTO HAMAT CKIO4YeH jorosop c¢ Hannonannara
3/]paBHOOCUTYPUTEIHA Kaca U Ha KOMTO CE Hajara /ia U3BbpIIAT AOIBJIHUTEIHHU Pa3Xxoau 110



BHEJpsIBAaHE Ha MEIULMHCKH codTyep 3a MpenucBaHe Ha JICKApPCTBEHU MPOIYKTH, KaKTO U
nekapu, paboremm B JeueOHM 3aBeleHHs 3a OOJHMYHA IIOMOII, KOWUTO TIPEANUCBAT
JIEKapCTBCHH MPOAYKTH Ha perenTypHa OJaHKa ¢ OsUT IBAT HA XOCMUTAIU3UPAHU TAIUCHTH B
CHOTBETHOTO JICUeOHO 3aBe/icHre. BbB BCHUKH €BPONCHCKU AbpPKABH, C H3KIIOYCHHIE HA €THA
— EctoHus, e npeaBuieHa Bb3MOXKHOCT 3a MPEANUCBAHE HA JIEKAPCTBEHH MPOAYKTH KAKTO
€JIEKTPOHHO, TaKa U HAa XapTUEH HOCUTEI.

]_ICJITa Ha NOPCHJIOKCHHUA IMPOCKT € Ja C€ JaAc¢ BB3MOXHOCT Ha BCHYKHM MCIUMIHWHCKU
CIICHUAJIMCTH Ja MPCANCBAT JICKAPCTBCHU ITPOAYKTHU Ha pCUCHTYPHHA OaHKH ¢ 0511 OBAT KaKTO
CJICKTPOHHO, TaKa WU Ha XapTUCH HOCHUTCIL. C MNpEIJIOKCHATa AJITCPHATHBA 1IC CC OCUTYPU U
rapaiTvupa IMIbJIHUA AOOCTbII Ha HACCICHHUCTO MO0 JICKAPCTBCHU IMPOAYKTHU, BKIIHOUYUTCIIHO
NpoABbJIZKaBaHC HAa Bb3MOXHOCTTA 3a NPCANMCBAHC HA JICKAPCTBCHU MPOAYKTHU IIPU JOMAIITHH
IIOCCHICHU A Ha MAalMCHTH OT JICKapHu.

OuakBaHHAT pe3yiaTart OT MPOMEHUTE € J1a CC NPCAO0CTAaBU Bb3MOKHOCT Ha U3IIBJIHUTCIIMTEC HA
MCIUIMHCKA ITOMOII Ja MpCANMCBAT PCUCITH BHPXY PCUCITYpHA OnaHka ¢ Os OBAT KaKTO
CJICKTPOHHO, TaKa U HA XapTUCH HOCUTECII. ITo To3mn HAUNH me ce o0e3Ieyar Bb3MOKHOCTUTE 3a
npeaAnrcCBaHe Ha JICKAPCTBCHU IMPOAYKTH OT CBOTBETHUTC MCEAWLMUHCKH CIHCOHUAINCTH,
HC3aBUCHMO JaJI ChIONUTEC IIPUTCIKABAT BHCAPCH CO(i)Tyep CLO6pa3HO IIpaBujiaTa 3a U3/IaBaAHC
Ha CJIICKTPOHHO IPCAIINCAHUC.

[IpeioskeHUAT MPOEKT HA aKT HAMA J1a OKake (PMHAHCOBO BB3JICHCTBHE BHPXY IbPKABHHSA
O10/KET, HUTO II€ Ch3/a/ie (PMHAHCOBA TEXECT 3a IIOCOUYEHHUTE I10-rOPEe 3aMHTEPECOBAHH JIUIIA.

Cren u3BBPIICH aHAIHM3 32 CHOTBETCTBHE C MPABOTO Ha EBpoOMENcKUs ChlO3 Ce yCTaHOBH, Ue
OOIIIECTBEHUTE OTHOIICHUS, IPEMET Ha NMPOEKTa Ha Ta3W Hapenda, He ca perjaMeHTHUPaHU B
eBpPOICHCKOTO 3aKOHOATEICTBO. Ypendata Ha OOIIECTBEHHTE OTHOIUICHUs, MpEJAMET Ha
MpoeKTa Ha Hapenda, € BBIPOC HAa HAMOHAIHO pEHIEHWE M € OT KOMIIETEHTHOCTTa Ha
OTJIETTHUTE IbpKaBU-wIeHKH. ToBa Mpou3THYa OT pasmopendara Ha wi. 168, map. 7 oT
JloroBopa 3a (GyHKIIMOHHMpaHe HAa EBpOMEWCKHS CBHI03, KOSTO MPEIBIKAA H3KITIOYUTEITHA
KOMIIETCHTHOCT Ha MObpPKABUTC-UJICHKU II0 ONPCACIAHEC Ha 3ApaBHATa UM IIOJWUTHKA H
OpPraHU3UPAHETO U MPEIOCTABSIHETO HA 3APABHU YCIYTH U METUITUTHCKU TPUKH.



