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MpnyYnHUTE, KOUTO HanaraT n3paboTBaHeTo Ha NpoeKT Ha Hapepba 3a nsMmeHeHne n
nonbaHeHne Ha Hapepnba Ne 4 ot 2009 r. 3a ycnoBmaTa 1 pefa 3a npeannceaHe m
OTrnycKaHe Ha JleKapCTBeHN NPOAYKTU ca obyCcsioBeHN OT npoBexXxaaHaTa NoJnTuKa,
CBbp3aHa C BbBeXAAaHETO N pa3BMTNETO Ha €/IeKTPOHHO 34paBeona3BaHe B Penybnvka
Bbnrapus.

CerawHnTe TEKCTOBE Ha HapenbaTa onpenensaT obwmnTe ycnoBus 1 pefs 3a NnpeanncBaHe
N OTNYCKaHe Ha SlIeKapCTBEeHU NMPOAYKTU, CbAbP>KaLLW HAPKOTUYHM BeLLleCcTBa KaTo Te ca
06Bbp3aHN C obMeHa Ha XapTUeHW JOKYMEHTU, NPU KOMNTO 0O6MeH NauUneHTHbT e
TPAHCMOPTHOTO 3BEHO MeXAY U3MbJHUTENINTE Ha MeAULMHCKA NMOMOLL, U anTekuTe.

To31 npouec 3HA4YNTENHO Ce YCNIOXKHSIBA KakTO MO OTHOLWIEHe Ha NauneHTuTe, Taka u
MO OTHOLUEHNE Ha MeAVLMHCKMUTE CNeunaancT n anTeknTe, Tbih KaTo ce Hanara
CbXpaHsiBaHe 3a onpefesieH Nepuo oT BpeMe Ha eKk3eMnasapu oT n3najeHnTe peuenTin
N opyru nocnenBalin AencTBMS, onvcaHn B HapenbaTta. ToBa 3Ha4YnTenHo obpemeHsBa
paboTaTa 1 cb3gaBa AOMbBAHUTENHN 3aTPYLHEHMS 3@ BCMYKM yHaCTHULM B NpoLieca no
npennuceBaHe N OTNyCcKaHe Ha TakMBa JlIeKapCTBEHU MPOAYKTH.

ETO 3310 Bb3HMKHa HEOBX0AMMOCTTa OT Cb34aBaHe Ha Bb3MOXXHOCT JIEKAapCTBEHUTE
NPOAYKTU, CbAbPKALLM HAPKOTUYHM BewecTBa Aa Ce NpeannuceaT M OTAyCKaT 4Ype3
N3[4aBaHETO Ha efIeKTPOHHW NpeanucaHuns, KaTo ce 3ana3BaT U3NCKBaHMATA 3a
OTYETHOCT M KOHTPO, NpeABUA MOBULLEHNS PUCK OT 310yrnoTpeba ¢ Te3n nekapCTBEHU
NPOAYKTW. LeNHOCTUTE NO OTYETHOCT U KOHTPOJI e Ce OCbLLEeCTBABAT N B e/IeKTPOHHA
cpena 4pe3 obMmeH Ha HeobxoaumaTa nHopMauma OT cneumanHuTe peuenTypH BnaHKu
nocpeacTtsom HaumoHanHaTa 34paBHOMHGOPMALIMOHHA CUCTEMA, KAKTO € MOCOY€EHO B
naparpad 5.

MNpensnxaa ce NpeanncBaHeTo N OTNYCKAHETO Ha JIeKapCTBEHU MPOAYKTU, CbAbp KAl
HapKOTUYHW BellecTBa fa Ce N3BbPLUBa C €N1eKTPOHHO npeanucaHne, npencraBngaBallo
e/IeKTPOHEH AO0KYMEHT, NoANVUCaH C KBalnPuLUmnpaH enekKTpoHeH NoAnunc, CbrjlacHo
n3nckeBaHuATa Ha PernameHT (EC) Ne 910/2014 Ha EBponenckusa napaameHT n Ha CbBeTa
OoT 23 1011 2014 r. OTHOCHO efleKTPOHHaTa uaeHTUuUKauna n yoocToseputTenHuTe



YCNYrv rnpu enekKTPoOHHN TpaHCaKUMM Ha BbTPeLHNA na3ap 1 3a 0OTMAHa Ha OupekTuBa
1999/93/EO (OB, L 257/73 o1 28 aBrycTt 2014 r.) n Ha 3aKOHa 3a eJIeKTPOHHUSA OOKYMEHT
N eNeKTPOHHUTE YAOCTOBEPUTEIHN YCIIYTW.

BbBeXXOaHETO Ha eNeKTPOHHOTO NpeannucaHne N3nCcKBa Hagrpa)kaaHe Ha MeauLNHCKNS
N anTevyHus copTyep Ha U3NBAHUTENNTE HA MEAULIMHCKa NOMOLL, U anTekuTe. 3a
NoAAbPXKAHETO Ha COPTYEPHUTE CU CUCTEMU U3NBIAHUTENNTE Ha MeANLMHCKA NoMoL 1
anTeknTe Non3BaT yCayrutTe Ha copTyepHN UpMn Ha aboHaMeHTeH NPUHLMN N He
cnepnBa fa Ce reHepupaT 3HAYUTENHN OOMbBJHUTENHM Pa3xXoan 3a HaArpaXkaaHeTo Ha
nporpaMHUTE NPOAYKTN U3BBH abOHAMEHTHUS UM NiaH. PMHAHCOBUTE CPeaCTBa,
HeobXxoOAnMU 3a U3rpa)kJiaHe 1 Noaabp>XxaHe Ha UHPOPMALMOHHATa cucTemMa, Ypes
KOATO e PYHKLMOHNPA €/IEKTPOHHOTO U3aBaHe Ha NpeanMcaHnaTa n oTANyCKaHeTo Ha
JIEKAPCTBEHUTE NPOAYKTU, CbAbPIKALLN HAPKOTUYHM BELLEeCTBa Ca OCUIypeHn B paMKUTe
Ha YyTBbPAEHUTE pa3xonun no 6oa)xeta Ha MMHUCTEPCTBOTO Ha 34paBeona3BaHeTo.

LlenTa Ha NpensioXKeHnsa NPoeKT e Cb3/aBaHe Ha YCN0BUSA Ype3 HOPMATUBHATa NPOMSAHaA
33 eNeKTPOHHO NMpeanucBaHe 1 OTNyCKaHe Ha JIEKAPCTBEHU NMPOAYKTU, CbAbpPXKaLLK
HAPKOTUYHW BellecTBa. CreaBalla Les Ha HaCTOSLLNA NPOEKT e oNTUMU3NpaHe Ha
npoLeca no npeanucBaHe Ha NeKapCTBEHWN MPOAYKTU, CbAbPXKALLN HAPKOTUYHM
BELLeCTBa Ype3 BbBeXJaHe Ha eNleKTPOoHHa hopMa Ha NpeanncBaHe.

O4akBaHWUAT pe3ynTaT OT NpMeMaHeTo Ha NpoekTa Ha Hapepba 3a AonbJHEHME Ha
Hapen6a Ne 4 ot 2009 r. 3a ycnoBmaTa n pea 3a npeannuceBaHe n oTnyCcKaHe Ha
JleKapCTBEeHN NPOAYKTU € fa ce NMpoabJKM NOJINTUKATa NO pa3BUTME Ha e/IEKTPOHHOTO
34paBeonasBaHe B 4acTTa, Kacaelln eNeKTPOHHOTO npeanncBaHe 1 oTrnyckaHe Ha
JleKapCTBEHN NPOAYKTU, CbAbPXKALLW HAPKOTUYHM BewecTBa. C npeanoxeHaTa
NpoOMsHa e Ce yNeCHAT npouecuTe no NnpeanncBaHeTo N OTNYCKAaHEeTO Ha TakuBa
JleKapCTBEHN NPOAYKTU, KOETO B 3Ha4YUTeNIHa CTEeMNeH we e OT NnoJsi3a, KakTo 3a
MeAULUMHCKNUTE CreunanncTin, Taka n 3a naumeHTnte. Ch3gaBaHETO Ha efIeKTPOHHA
cpefa 3a npeanncBaHe N OTNyCcKaHe Ha NeKapCTBEHU NPOAYKTU, CbAbp KaLLN
HapPKOTUYHW BewecTBa LWe HaMann 3HAa4YNTESIHO BPEMETO, KOeTo e Heobxoaumo npu
HacTosWwaTa HopMaTuBHa ypeaba 3a NnpeAnMCBaHETO Ha Te3n NMPOAYKTU Ha XapTueHa
peuenTa, KaKTO U TAXHOTO OTMNyCKaHe, a CbL0 TaKa e NnpeMaxHe TepMToOpMasHOTO
OrpaHM4YeHne npu U3nbjHeHNe Ha NpeanMCcaHNeTo B paMKNTE Ha CboTBeTHaTa obnacTt

Ha cnepBallo MSICTO BbBEXOAHETO Ha €/IeKTPOHHOTO NpeanucaHne n oTrnyckaHe Ha
JIeKapCTBEHU MPOAYKTHU Lie peayLmpa OIOpoOKpaTUYHUTE 3a4b/KEHUS OT eflHa CTpaHa
Ha NleKapuTe, KOETO e yAbJIXKN BPEMETO 3a CbLIMHCKUS Nperaen Ha NauneHTuTe,
KOETO € OT CbLLUECTBEHO 3HAa4YeHue, a OT Apyra Luie yaecHn paboTHUTe npouecn Ha
anTekuTe.

BbBe)xOaHeTo Ha eNIeKTPOHHOTO npeannucBaHe we ungposnsrpa paboTHUTE Npouecn Ha
BCUYKWN NleKapu U neKapu no geHTasiHa MeauumnHa, BNncaHn B HauMoHaNHNA perncTsbp
Ha bbArapckns nekapcku Cbio3, peCnekTUBHO B PErncTbpa Ha panioHHaTa KOermsa n
okoso 1300 anTekwn.

MpeaBuxaa ce HapenbaTta Aa Bne3e B cuna oT 1 toHM 2023 r. c uen He3abaBHO
CTapTUpaHe Ha NpouecuTe No NpMBeXXJaaHe B CbOTBETCTBME C HOBUTE M3NCKBaHUA MO



npennuceBaHe N OTMyCcKaHe Ha 1IeKapCTBEHU MPOAYKTU, CbAbpPXKaLLWM HAPKOTUYHN
BELLECTBA OT CTPaHa Ha JIEKapuTe U IeKapuTe Nno AeHTasiIHa MeauunHa u
npuTeXaTesinTe Ha pa3pelleHne 3a TbProBus Ha ApebHOo C IeKapCTBEHW NPOAYKTN.

CbLo Taka ce gaBa Bb3MOXHOCT nsgageHnte o 31 man 2023 r. peuenTtun Ha XapTueH
HOCUTEN Aa Cce U3NbJIHABAT Mo AoCerallHua pen A0 U3TYaHe Ha CPoKa Ha TAXHaTa
BaJINOHOCT.

Cnep n3BbpLUEH aHaNn3 3a CbOTBETCTBME C NPaBOTO Ha EBponenckus cbio3 ce yCTaHOBM,
Yye obLlecTBEeHUTEe OTHOLWEHUS, NpeAMeT Ha NpoeKTa 3a Ta3n Hapenba, He ca
pernaMmeHTupaHn B EBPONENCKOTO 3aKoHodaTencTo. Ypenbarta Ha obuiecTseHnTe
OTHOLUEeHNA, NpeaMeT Ha NpoeKkTa Ha Hapenba, e BbNPOC Ha HAaLMOHAJIHO peLleHne 1 e
OT KOMMNETEeHTHOCTTa Ha OTAeJIHUTE AbpXKaBu-41eHKU. ToBa NpomnsTuya oT
pa3nopepnbaTta Ha 4n. 168, nap. 7 oT [JoroBopa 3a yHKUMOHNpPaHe Ha EBponenckus
Cbl03, KOATO NMpeaBumXKaa U3KJ4YUTEsIHa KOMNETEHTHOCT Ha Abp>XaBUTe-4J1IeHKU Mo
onpenesisHe Ha 34paBHaTa UM NOJINTUKA N OPraHN3NpaHeTo U NpefoCcTaBsAHEeTO Ha
34paBHU YyCAYyrn U MeOULIMHCKU TPUXKMN.

AQpec 3a n3npallaHe Ha CTaHOBMLA 1 NpeanoxeHns: mbotusharov@mh.government.bg

HauumHM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLA

MopTana 3a o6WECTBEHN KOHCYATauun (U3NCKBa Ce perncrpaumsa 4ypes nMmenn);
EnekTpoOHHa NoLla Ha NOCOYeHNTE agpecu;

CucTemaTa 3a CUrypHO eNleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (u3uckea ce
KBanmduunpaH enektTpoHeH nognuc naum NMNNK Ha HOW);

OdwmumanHmna agpec 3a KopecnoHaeHUus.
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