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MpennoXXeHUAT NMPOEKT Kacae Bb3MOXXHOCTUTE 3a NpennncBaHe Ha JIeKapCTBEHU
NPOAYKTM Ha peuenTypHa 6naHka ¢ 6an uBAT. MPUYMHNTE KOUTO HanaraTt
M3BbpLIBAHETO Ha NpoMsaHa B Hapenba Ne 4 ot 2009 r. 3a ycnoBmaTa 1 peda 3a
npeannuceaHe N oTNyCckaHe Ha NIeKapCTBEeHU NPOAYKTU Ca NMopoaeHn oT HeobxognuMocTTa
OT NMpeaocCTaBsAHE Ha aNTePHATUBHU Bb3MOXXHOCTM Npu NMpeanncBaHe Ha IEKapCTBEHM
NPOAYKTN KaKTO eIeKTPOHHO, TakKa U Ha XapTUeH HocuTen.

C HapepbaTta 3a gponbsHeHune Ha Hapenba Ne 4 o1 2009 r. 3a ycsioBusaTa 1 pefa 3a
npeannceBaHe U OTNyCKaHe Ha NieKapCcTBeHW NpoaykTn (obH., 4B, 6p. 107 oT 2020 r.) ce
BbBee pej 3a npeannuceaHe 1 oTryCcKaHe Ha JlekapCTBEHW NMPOAYKTU B €JIeKTPOHHa
cpefa, Ypes3 reHepupaHe oT MegNUNHCKUTE CneunanncTn Ha eNleKTPOHHN npeanncaHuns
M NocnenBaloTo UM U3NbJHEHWE B anTeknTe. PernameHTupa ce n npexoeH nepvog, B
KONTO € B CMla Bb3MOXHOCTTa 3a NpeAnucBaHe Ha NOCoYeHUTEe peLenTun Ha XapTUeH
HOCUTEN UK C eIeKTPOHHO npeanucaHue.

C HapepnbaTa 3a nsmeHeHune Ha HapepbaTta 3a gonbaHeHne Ha Hapenba Ne 4 o1 2009 r.
3a yc/qioBMATa N peja 3a NpeanncBaHe n oTnyckaHe Ha JlIeKapCTBeHN NpoayKTu (06H.,
OB, 6p. 37 o1 2021 r.) ce yab/mkum o 31 man 2021 r. npexoaHusa nepron, B KOMTO
n3gageHuTe peLenTn Ha XapTUeH HOCUTESN Cce N3NBAHABAT Mo focerawHna pen oo
M3TMYaHe Ha CPOKa Ha TAXHaTa BanuaHocT. C HanpaBeHOTO U3MEHeHne ce Jaje
BBb3MOXXHOCT Ha MegNUMNHCKUTE cneumanncTn, KOuTo nMaT NpaBo Aa npeannceaT
NIeKapCTBEHU MPOAYKTU, Aa Ce NMPUCMoCcoBaT HanbJHO KbM HOBUS ped U Aa HaarpaasTt
MeOULUHCKUA Cn copTyep.

C HapepnbaTa 3a nsmeHeHune n gonbaHeHne Ha Hapeanba Ne 4 o1 2009 r. 3a ycnosusTa u
peda 3a npeanncBaHe n OTNyCKaHe Ha JIeKapCTBeHM NpoaykTu (o6H., B, 6p. 53 oT
2022 r.) ce npeaBnan Bb3MOXHOCT cnied 1 HoemBpun 2022 r. fa ce NpeMMHE KbM U3LATO
eNeKTPOHHO NpeanucaHne, KaTto ce nNpeasnanxa HAKON N3KJII0YEeHUs, B KOUTO
NeKapCcTBEeHW NMPOAYKTM MOraT Aa Ce U3NMcBaT Ha XapTUEH HoCUTe.

Cnep N3BBPLUBAHETO Ha obcToeH n 3aabnboyeH aHaNM3 OTHOCHO Bb3MOXKHOCTUTE 33
npennuceBaHe Ha JIeKapCTBEHN NMPOLYKTU Ha eNIeKTPOHEH N/uan XxapTueH HoCcuTen ce



CTuUrHa go obocHoBaHMA 13BO4, 4Ye e Heobxoammo Aa ce n3BbpLIM NpoMsiHa B Hapenba Ne
4 o1 2009 r. 3a ycnhosuaTa 1 pefa 3a npeanncBaHe N OTNyCcKaHe Ha JieKapCTBEHN
NPOAYKTW.

HeobxognmaTa npoMsiHa ce n3pa3siBa B TOBa Aa Ce Cb3Aaje napajesiHa Bb3MOXXHOCT
JleKapCTBeHNTE NPOAYKTMK, NpeannceaHn Ha obnkHoBeHa 6sna peuenTa, Aa MoraT fda ce
N3[4aBaT KaKTO e1IeKTPOHHO, Taka 1 Ha XxapTueH HocuTen. OCHOBHU 3aTpyOHEHUS
cpewaT MeguuUMHCKMUTE cneunanncTn, KOUTo HAMaT CKYeH AoroBop ¢ HaunoHanHaTa
30paBHOOCUTYpUTESIHA Kaca N Ha KOUTO Ce Hanara ga u3BbpllaT ONbJAHUTENHN
pa3xogun no BHeAgpsBaHE Ha MeONUUNHCKK cohTyep 3a NpeanncBaHe Ha IeKapCTBEHM
NPOAYKTU, KakTo 1 nekapwu, pabortewim B ne4yebHn 3aBeneHns 3a 601HNYHa NOMOLL,
KOMUTO NpennunceBaT JiekapCTBEHU NMPOAYKTU Ha peuenTypHa 6iaHka ¢ 640 uBAT Ha
XOCNUTaNM3NpaHn NauneHTn B CbOTBETHOTO Jle4ebHO 3aBefeHme. BbB BCUYKU
€BpPONencKn ObprKaBun, C N3KKYeHNe Ha egHa - ECToHKns, e npeaBuaeHa Bb3MOXKHOCT 3a
npeanuMcBaHe Ha NEKapCTBEHN NPOAYKTU KaKTO €IeKTPOHHO, Taka MU Ha XxapTueH
HOCUTen.

LlenTa Ha npensioXKeHns NpoeKkT e Aa Ce fane Bb3MOXHOCT Ha BCUYKM MeOUNUNHCKN
cneynanncTn aa npegnumnceaT JIEKAPCTBEHU NMPOAYKTWU Ha peuenTypHA 6naHku c 6an
LUBAT KaKTO €/J1IeKTPOHHO, TaKa N Ha XapTuUeH HOCUTeJl. C npeanno>xeHata aJlTepHaTUBa
e ce ocurypum mn rapaHTnpa NnbvaHNA AOCTHMN Ha HaceneHNeTo 00 JIEKapCTBEHU
nPoAyKTW, BKIIKOHYUTEJIHO NMpoAb/1»KaBaHE Ha Bb3MOXHOCTTa 3a npeanmncBaHe Ha
neKapcTtBeHN NpoaykKTu npn AoMallHM noceweHnda Ha nauneHTn OoT neKapu.

O4aKBaHUAT pe3ynTaT OT NPOMEHUTE € Aa Cce NPeaoCTaBM Bb3MOXKHOCT Ha
N3NBJIHUTENNTE HAa MeAVLUMHCKa NOMOLL fa NpPeAnucBaT peLenTn BbpXy peLenTypHa
61aHKa C 651 UBSAT KaKTO €JIEKTPOHHO, Taka M Ha XapTUeH HocuTen. Mo To31 HauuH e
ce obe3neyaT Bb3MOXXHOCTUTE 3a NPEeannCcCBaHe Ha JIEKAPCTBEHU NPOAYKTY OT
CbOTBETHUTE MEAULINHCKM CAELVanancTn, He3aBUCUMO Aasin CbLUMTE NpUTEXXaBaT
BHeOpeH copTyep cbobpasHO NpaBuiaTa 3a U34aBaHe Ha esIeKTPOHHO NpeanucaHune.

MNpensnoXXeHNAT NPOEeKT Ha aKT HAMA Aa OKa)ke (hYMHAHCOBO Bb34ENCTBMNE BbPXY
Abp>KaBHUS Ol04XKET, HUTO We Cb3aane PMHAHCOBA TEXECT 3a MOCOYEeHMTE No-rope
3aMHTEepecoBaHn nLa.

Cnep v3BbPLUEH aHa/N3 3a CbOTBETCTBME C MPaABOTO Ha EBpoONenckns cbio3 ce yCTaHOBY,
ye obulecTBEHNTE OTHOLWEHUS, NMpeaMeT Ha NpoeKTa Ha Ta3n Hapenba, He ca
pernaMeHTMpaHn B EBPOMENCKOTO 3akoHoaaTencTeo. Ypenbata Ha obuiecTBeHnTe
OTHOLUEeHNs, NpeaMeT Ha NpoeKkTa Ha Hapenba, e BbNPOC Ha HAaLMOHAJIHO PEeLUEHNE 1 e
OT KOMMNETEHTHOCTTa Ha OTAEe/IHUTE Obp>KaBU-4NeHKN. ToBa NponU3TnUYa oT
pa3nopenbaTta Ha 4. 168, nap. 7 oT [Jorosopa 3a hyHKLMNOHMPaHe Ha EBponenckus
Cbl03, KOATO NpeaBMxaa N3KJIYNTENIHAa KOMNEeTEHTHOCT Ha Abp)XaBUTe-Y4IeHKWU MO
onpenensHe Ha 34paBHaTa UM NOJINTUKA U OPraHM3NPaAHETO N NPeaoCTaBAHETO Ha
30paBHU YCAYr U MeAULUHCKN FPUXKMN.

Afpec 3a nanpaulaHe Ha CTaHoBMULWA U npeanoxxeHus: yvelichkova@mh.government.bg
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HauuHM Ha npepocTaBsHe Ha NPenJZio>KeHUs U CTaHOBULLA

MopTana 3a 06LWECTBEHN KOHCYATaUUKM (U3NCKBaA Ce perncTpaumsa 4ypes nMmenn);
EnekTpoOHHa noLlla Ha NoCoYeHUTE agpecy;

CnctemaTa 3a CUrypHo enieKTpoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduumpaH enektpoHeH noanuc nam NMNNUK Ha HOW);

OdmumanHua agpec 3a KoOpecnoHaeHUns.
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ABTOp: lBaH ATaHacos (12.09.2022 17:31)
HecbrnaceH

B ckopolwHo nssasneHue. ObbpkKaHUAT AOKTOp Maa>kapoB HECHLBECTHO Ce ONuTa Aa
NPUPaBHUN XXeNaHNeTOo Ha eanHnLa BPONKN NTNYHU NIEKapU KbM XXeNaHUeTO Ha LWNPOKOTO
obLwecTBO N NekapuTe U3BBLH Kiyba My. TeXHUTe XenaHve fa nMma napasesiHo XapTUeHu
N eNeKTPOHHU peuenTun 3a e4HKN, HO He 3a ApYrn MeAnKaMeHTN a HanbJHO CyBeKTUBHO U
abcTpakTHO peweHmne. Nnn eneKTpoHHUTE peuenTn UM npedaT uan He. He Moxxe oT
efHa cTpaHa da TBbpAAT, 4e nMm cnmpaT paboTaTa 3a benn peuenTtu, a ga rm nckat 3a
XXBNTU peuenTn KbaeTo paboTenkn No CbLUMTE 3aKOHW, HE UM Npeydun. ToBa NbJIHO
N3sBJIEHME Ha CAaMOBOJIHOCT U 4YyBCTBO 3a 6€3KOHTPOJ1, MOKa3Ba Hy)XAaTa Ha Abp>KaBaTa
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N HeHaTa 34paBHa Kaca Aa KOHTPOJIMPa HaMbJIHO OTMYCKaHUTEe fIeKapcTBa 3a Aa
3aWMNTU MaUMeHTUTE OT NoaobHa HEKOMMNETEHTHOCT.

N3n0XKeHUATa apryMeHT ciiell ToBa OTHOCHO aHTUOBMOTULINTE € U3LSAS0 CMelleH. EauH
4y Ye HSKOW cv EOn KakBo cu B3eN HaMepwu 1 TeMa noaobHu. ToBa e HecepnosHo 1 Aa
cn 6asnpa aprymeHTUTe Ha TakMBa YUCTM U3MUCIULILN KOUTO Napaanpa 3a ciayxose. E
noTpecaBawo. C/lyxoBe He ca aprymeHTu a-p. Mag><apos.

0-p. MagykapoB CbLLO Ce NoXBaan C LNGPU 3a n3KapaH! eNeKTPOHHN peuenTu. MNMoxeanu
ce, 4ye paboTHAT 1 Ye Macoyce n3non3eaT 6e3 HUKAKBK 3aTpyAHeHNs. KoeTo ANPeKTHO
obescMuCna Lenns NpoekT 3a n3MeHeHune.lLlom BJIC Konervs ycnewHo e ycnsna aa ce
aflanTupa B HelHaTa CM Hanpe[Hana Bb3pacT KbM Ta3un efleMeHTapHa CMcTeMa 3a
n3gaBaHe Ha peLenTu, TO HAMa KakBo fa ce 06CcbXKaa.

O-p. Map>xapoB B HeroaTa 6e3kpaiiHa MbAPOCT NONCKa KOHTPOJ OT AbprKaBaTa.
OTHOCHO CKJlafloBeTe Ha anTekuTe. MpoHnsTa, ABHO ce e u3rybuna. Npensua BpeMeTo
KOETO TOW n3rybm B onosnumnsa Ha Abp>KaBeH KOHTPOJ Haf peuenTute. XXenaHMeTo Ha
Abp>XaBaTa U rpakgaHUTe 3a HaNbJIHO U €AMHCTBEHO €JIEKTPOHHU peLenTu n
)KENaHNEeTO Ha TO3U AOKTOP 3a KOHTPOJ Hafl CKJIafoBETE HE CaMo, Ye He ca
B3aMMHOW3KJIOYBALLW Ce, HO U 61 Aan Han-nobbp eekT KoraTo paboTaT 3aegHo 6e3
XBbpYally XapTUIAKK Nod popMaTa Ha XapTUEHN peLenTu.

Cnen HegoMucneHoTo nsasneHne Ha bBJIC. MNpeanoXXeHNeTo 3a U3MEHEHME OLLe rnoBeye
MOKas3Ba, Ye XapTUEeHNTe peLenTun ca N3JTNLLHN.

ABTOp: Xpucto Xpuctos (07.09.2022 16:38)
MonsmMa Kpayka Hasan

ToBa belle egMHCTBEHATa peasiHa CTbMNKa KbM 6e3KoHTposIHaTa npoaakba Ha
JNIeKapcTBa OT anTekuTe, 3noynoTpebaTa ¢ aHTUOMOTMLUM N CBbpP3aHaTa C ToBa
PEe3MCTEHTHOCT.

He pa3bupam, 3aL10 ako NnpobaemMbT € ¢ 4oCTbNBLT A0 codhTyep, Ton He 6bae
npenocTaBeH 6e3nsaTHO B YacTTa CM 3@ a U3NMUCBAHE Ha eNeKTPOHHN peuenTun. Mnn owe
no-nobpe na 6bvae paszpaboTeHa cucTeMa KOATO Aa NMo3BoJisBa Ypes bpay3bp nan
npunoXeHne aa 6baaT N3NUCBaHM pPeLenTn OT leKapuTe KOUTOo HAMAT AOCTbN A0
cneumanmsnpaHnsa CoBTyep B 6ONIHULNTE NN NeKapCKnTe KabuHeTn.

BspHoO e, 4e nogobHo pelueHne e HenonyaspHo B EBpomna, HO Tam e 1 "HenonynsapHa"
6e3KoHTposIHaTa Npoaaxba Ha NekapCTBeHW NpenapaTn No eKapCcKo npeanncaHne 6es
peuenTa.

ABTOp: lBaH ATaHacos (05.09.2022 19:07)

HecbkrnaceH



ToBa npenJsioXXeHne e C uea JMwaBaHeTo Ha NauMeHTUTE OT eJIEKTPOHHU peuenTu, oT
eanHnuum Ha 6pon MeamunHCKK cneumannctn komto OTJIA3BAT ga ru nsgasar.
MeOnumHCKNS copTyep Ha NMa3apa € HanbJIHO aKTyalleH u MoXXe da 6bae Nos3BaH 3a
n3naBaHe Ha eNleNITPOHHN peuenTu.

https://www.is-bg.net/bg/news/222

TyK cTaBa BbMNPOC 3a €AUHNLM IEKapN KOUTO OTKa3BaT NMPOCTO Aa cu obHOBAT codTyep.
ToBa He e oCcHOBaTe/IHa NPUYMHa Aa Ce NMWaBaT NaunNeHTUTEe UM OT eIeKTPOHHM
peuenTun. B KpaHa CMeTKa Lie aonge MOMEHTBHT B KOMTO Liie M 0BHOBAT codhTyepa.
Bbnpoc Ha BpeMe e. Bpeme KoeTo MMaxa Tbi KaTo Wweapo um belle oT/10XKeHO NbJIHOTO
HaBJ/IM3aHe Ha HoBaTa Hapeaba. [lBe roaMHM € HanbJIHO afeKBaTHO BpeMe. MNpeasunpg
hakTa, 4e nekapsa He paspaboTBa COPTYEPHOTO peLleHne, a caMo MoJsi3Ba aBTOMaTUYEH
npouec 3a obHoBsIBaHe NpenoCcTaBeH OT TAX, OTHEMALL, MUHYTH.

Opyro, nma npakTuka cnabo HaceneHn mecTa ga 6baaT obcny>XKBaHW OT €AVH JieKap.
AKO n3gage rpelwHa xapTmeHa peuenTa. JinwaBa nauneHTa oT pa3paboTeHOTO peweHmne
npw e peuenTtuTe.

https://www.is-bg.net/bg/news/263

JlnncaTa Ha epeuenTa finWaBa NnauneHTa v oT e-npernenq

https://www.is-bg.net/bg/news/244

CmsaTaM, Ye ga ce MO3BOJIN Ha IeKapy Aa NvwaBaT rpakgaHn ot goctbn. CaMo 3aW0To
ca n3bpanu To3mn onpeneneH nekap 6u 6UNO NPOTUB MHTEPECUTE Ha CaMUTE rpakaaHun
KaKTO 1 Ha Abp)XaBaTa N HENHOTO »XenaHue 3a aobpa n obctonHa

3 paBHOOCUTYpUTENIHa cucteMa. KakTo n obescmumcnsa v oweTsaBa Abp)xaBaTa OT
HEeMHaTa UHBECTULUMSA B 34paBeorna3BaHeTO U NpuiexalmnTe NHOOPMaALMOHHN CUCTEMN U
peLleHuns.

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 05.09.2022
MpuknouBaHe Ha KOHcynTauuaTa - 05.10.2022
CnpaBKa 3a noJiy4yeHuTe npensioXxeHus

CnpaBka nnu cbobuieHne.

OKOH4YaTeJNIeH aKT Ha MMHUCTEpPCKUA CbBEeT
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