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MpennoXXeHUAT NMPOEKT Kacae Bb3MOXXHOCTUTE 3a npejnucBaHe Ha JieKapCTBEHU
NPOAYKTW Ha peuenTypHa 6naHka ¢ 6an uBAT. MpUYMHMTE KOUTO HanaraT
N3BbpLUBaHETO Ha NpoMsaHa B Hapenba Ne 4 o1 2009 r. 3a ycnoBusaTa v pega 3a
npeanuMcBaHe U OTNYCKaHe Ha SlIeKapCTBEHM NMPOAYKTU Ca NopoaeHn oT HeobxoaAnMoCTTa
OT NpefnocCTaBsAHe Ha anTepHAaTUBHM Bb3MOXKHOCTM NpW NpeanMcBaHe Ha JIeKapCTBEHMU
NPOAYKTU KaKTO €/IeKTPOHHO, TakKa U Ha XapTUeH HocuTen.

C HapepnbaTa 3a ponbaHeHne Ha Hapenba Ne 4 ot 2009 r. 3a ycnoBmaTa 1 pena 3a
npeannceBaHe U OTNyCKaHe Ha leKapCcTBeHU NpoaykTn (o6H., B, 6p. 107 oT 2020 r.) ce
BbBede pen 3a npeanucBaHe N oTrnycKkaHe Ha JIeKapCTBEHWN NMPOAYKTU B e/IeKTPOHHa
cpena, Ypes reHepupaHe oT MeANUUMHCKNTE CneunanncT Ha eNeKTPOHHU npeanucaHns
M nocaenBawoTo UM N3NbJHEHNE B anTeknTe. PernamMmeHTMpa ce n npexoneH nepuog, B
KOMTO € B ChUJla Bb3MOXXHOCTTa 3a NpejnncBaHe Ha NocoYeHUTe peuenTn Ha XapTueH
HOCUTEN NN C eNeKTPOHHO NpeanncaHue.

C HapenbaTta 3a nusmeHeHune Ha HapepnbaTta 3a gonbvsaHeHne Ha Hapeanba Ne 4 o1 2009 r.
3a yC/qloBMATa 1 pela 3a NpeanncBaHe n oTnyckaHe Ha JlIeKapCTBeHN NpoayKTu (06H.,
OB, 6p. 37 o1 2021 r.) ce yab/mxn 0o 31 man 2021 r. npexoaHna Nnepuoa, B KONTo
n3gafeHuTe peuenTn Ha XapTUeH HOCUTEN Ce N3NBJIHABAT Mo AocerawHusa pen oo
M3TUYaHEe Ha CpOKa Ha TAXHaTa BaamaHocT. C HanpaBeHOTO U3MeHeHne ce fgage
Bb3MOXXHOCT Ha MeUUNHCKUTE cneymnannct, KONTo MMaT Npaso ga npeanuceaT
JleKapCTBEeHN NPOAYKTU, Aa Ce NPUCcnocobaT HanNb/IHO KbM HOBMSA ped U Aa HagrpaasaT
MeOULUHCKUA Cn copTyep.

C HapepnbaTa 3a n3ameHeHne n gonbaHeHne Ha Hapeanba Ne 4 o1 2009 r. 3a ycnosusita 1
pela 3a NpeannucBaHe U OTNyCKaHe Ha IeKapCcTBEHM NpoaykTu (o6H., B, 6p. 53 oT
2022 r.) ce npeaBmnan Bb3MOXHOCT cnieq 1 HoemBpun 2022 r. Aa ce NpeMMHE KbM N3LASO0
€NeKTPOHHO NpeanucaHne, Kato ce Npeasmnanxa HAKON N3KIYeHUs, B KOUTO



NneKapcTtBeHM NpoaAykKTun MoraTt Oa ce N3nncBaTt Ha XapTUeH HOCUTeI.

Cnen n3BbpluBaHeTO Ha 06CToeH 1 3aabN60YeH aHaIN3 OTHOCHO Bb3MOXXHOCTUTE 3a
npeanncBaHe Ha IeKapCTBEHU MPOAYKTU Ha eIEKTPOHEH U/Un XapTUEH HOCUTesN ce
cTurHa go ob6ocHoBaHMA N3BOA, Ye e HeobxoamMmo aa ce n3BbpLn NpomMsaHa B Hapeanba Ne
4 o1 2009 r. 3a ycnosuaTa 1 pefa 3a npeanncBaHe N oTnyckKaHe Ha JiIeKapCTBEHN
MPOAYKTMW.

HeobxognmaTa NnpoMsiHa Cce U3pa3sBa B TOBa Aa Ce Cb3Aade NapasiesiHa Bb3MOXXHOCT
NleKapCTBeHUTe NpoayKTu, NnpeanucBaHn Ha obukHoBeHa 64an1a peuenTa, Aa MoraT fa ce
n3naBaT KaKTO eNeKTPOHHO, Taka U Ha XxapTueH HocuTen. OCHOBHU 3aTpyOHEHUS
cpelaT MegULIMHCKMUTE CrneunanncTn, KOMTo HAMaT CKJoYeH AoroBop ¢ HauynmoHanHaTa
34paBHOOCUTYpPUTESIHA Kaca N Ha KOUTO Ce Hanara Aa U3BbpwaT OOMbJAHUTENHN
pa3xoamn no BHeapsiBaHe Ha MeagNUUHCKK codTyep 3a NpeanncBaHe Ha IeKapCTBEHN
MPOAYKTMN, KaKTo 1 fekapu, paboTewn B ne4yebHun 3aBeaeHus 3a 60HNYHA NOMOLL,
KOMTO NpeanuncBaT JIeKapCTBEHM NMPOAYKTW Ha peuenTypHa 6naHka ¢ 650 UBAT Ha
XOCMUTaNN3MpaHM NauneHTn B CbOTBETHOTO fie4ebHo 3aBefeHme. BbB BCUYKN
€BPOMencKn AbprKaBu, C U3KKYEHNE Ha efiHa - ECTOHMSA, e npeaBuaeHa Bb3MOXHOCT 3a
npeannuceBaHe Ha NeKapCTBEHN NPOAYKTU KaKTO eIeKTPOHHO, TakKa WU Ha XapTueH
HocuUTen.

Llenta Ha npennoXXeHmd npoekT € Aa Cce Aaae Bb3MOXHOCT Ha BCUYHKN MeaANUNHCKN
cneynanncTnn oa npegnnceaT JIEKAPCTBEHU NMPOAOYKTU Ha peuenTypHA 6naHku c 6an
UBAT KaKTO €/1eKTPOHHO, TaKa U Ha XapTuUeH HOCUTeJ. C npeanno>xeHata aJlTepHaTUBa
e ce ocurypum n rapaHTnpa NbaHNA AOCTHMN Ha HaceneHNeTo 00 JIEKapCTBEHU
npPpoAyKTW, BKJIKOYNTEJIHO NMpoAabJ/I>KaBaHe Ha Bb3MOXXHOCTTa 3a npeanmncBaHe Ha
neKapcTtBeHU NpoaykKTu npn AomMallHM noceweHnda Ha nauneHTn OoT nekKapu.

O4YaKBaHUAT pe3ynTaT OT NPOMEHNTE e [1a ce NMPeaocTaBy Bb3MOXXHOCT Ha
N3NBJIHUTENNTE Ha MeAULMHCKA NMoMoLL Aa NpeanuceaT peuenTn BbpXy peLenTypHa
6naHkKa ¢ 6501 UBSAT KaKTO €JIEKTPOHHO, Taka U Ha XapTueH HocuTen. Mo To3n HauuH Le
ce obe3neyaT Bb3MOXXHOCTUTE 3a NpeanncBaHe Ha IeKapCTBEHM NPOaAYyKTU OT
CbOTBETHMUTE MEAULNHCKN CMELNannCcTn, He3aBUCMMO AasiN CbLUMTE NpUTEeXXaBaT
BHegpeH copTyep cbobpa3HO NpaBuiaTa 3a U3faBaHe Ha eNeKTPOHHO npeanucaHue.

MNpensnoXXeHNAT NPOEeKT Ha aKT HAMA Aa OKa)ke (PMHAHCOBO Bb34ENCTBMNE BbPXY
Abp>XaBHUS Bl04KeT, HUTO We Ccb3hane PMHAHCOBA TEXECT 3a MOCOYEeHMTE No-rope
3aMHTEepecoBaHn nLua.

Cnepn n3BbpLUEH aHaNM3 3a CbOTBETCTBME C NPaBOTO Ha EBpONEenckus cbio3 ce yCTaHOBM,
4ye obLlecTBEHUTE OTHOLWEHWS, NpeAMeT Ha NpoeKTa Ha Ta3n Hapepnba, He ca
persaMmeHTUpaHn B eBPONencKoTO 3aKkoHodaTesncTBo. Ypenbarta Ha obuiecTBeHnTe
OTHOLIEeHNs, NpegMeT Ha NpoeKkTa Ha Hapenba, e BbMNpoC Ha HAaLMOHAJIHO peLleHne n e
OT KOMMNETEeHTHOCTTa Ha OTAe/IHUTE ObpXKaBU-4NeHKU. ToBa NpomnsTuya oT
pa3nopenbata Ha 4n. 168, nap. 7 oT [JoroBopa 3a hyHKUMOHUPaHe Ha EBponenckus
Cbl03, KOATO NpeaBumXKaa UsKJ4YUTEesIHa KOMNETEHTHOCT Ha AbpP>XaBUTe-4/1eHKU Mo
onpepesigsHe Ha 34paBHaTa UM NOJINTUKA U OPraHU3NpPaHeTO N NpefocTaBaHeTo Ha
30PaBHU yCYr U MeAULNHCKN FPUXKU.
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ABTOp: lBaH ATaHacos (12.09.2022 17:31)
Hecbrnacex

B ckopowHo nssiBneHne. O6bpkaHUAT OOKTOP Mag)KapoB HECHBECTHO Ce onuTa Aa
NPUPABHU XXEeNAaHMETO Ha eaAnHULA BPOKN NNYHN IEKAaPU KbM >XKelaHMEeTO Ha LUMPOKOTO
06L1ecTBO 1 nekapuTe n3BbH knyba My. TexHUTE XenaHne ga MMa napanesiHo XapTueHu
N eNeKTPOHHW peLenTn 3a e4HW, HO He 3a APYrn MeAUKaMeHTN a HanbJIHO CyOeKTUBHO 1
abCcTpakTHO pelweHne. nn eneKTPoOHHUTE peLenTn UM npevaT uim He. He Moxxe oT
e[lHa CTpaHa fa TBBbPAAT, Ye UM cnupaT paboTaTa 3a 6env peuenTu, a Oa rv NckaT 3a
XBATU peuenTn KbaeTo paboTenkn No CbLUNTE 3aKOHU, HE UM Npeyn. ToBa NbJIHO
N3gBSIEHNE Ha CaMOBOJIHOCT 1 YyBCTBO 3a 6@3KOHTPOJI, MOKa3Ba Hy)XJlaTa Ha Abp>KaBaTa
N HelHaTa 34paBHa Kaca [la KOHTPOJIMPa HaMbJIHO OTMYCKAHMUTE JIeKapCcTBa 3a Aa
3aWMTU MaUMeHTUTEe OT NoAobHa HEKOMMNETEHTHOCT.

N3n0>XXeHNATa apryMeHT csied TOBa OTHOCHO aHTMBMOTULMTE € n3LSAN0 cMelleH. EguH
4yJl Ye HAKOoW cn Eam KakBo cv B3en Hamepua 1 Tema nofdobHn. ToBa € HeCepros3Ho 1 aa
cn 6asnpa aprymeHTUTe Ha TakMBa YUCTM U3MUCIULIN KOUTO Napaanpa 3a ciyxose. E
noTpecasallo. CnyxoBe He ca aprymeHTu a-p. Maaxxapos.

0-p. Mag)kapoB CbLLO Ce NoXBaan C LNGPU 3a n3KapaH eNeKTPOHHN peuenTn. Moxeanu
ce, Yye paboTAT 1 Ye Macoyce n3non3eaT 6e3 HUKaKBK 3aTpyAHeHNs. KoeTo ANPeKTHO
obescMunCna Lenms NpoekT 3a n3MeHeHune.lLlom BJIC Konervs ycnewHo e ycnsna aa ce
afjlanTupa B HelHaTa CM HanpefHana 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 n3rybuna. Npensug BpemMeTo
KOETO TOW n3rybm B ono3numnsa Ha Obp>KaBeH KOHTPOJ Haf peuenTuTe. XXenaHMeTo Ha
Abp>XaBaTa U rpakgaHUTe 3a HaNbJIHO U €AMHCTBEHO €JIEKTPOHHU peLenTu n
>KEeNaHMEeTo Ha TO3U JOKTOP 3a KOHTPOJ Hafl CKJIafoBETE He CaMo, Ye He ca
B3aMMHOW3KJIOYBALLW Ce, HO U 61 Aan Han-nobbp edekT KoraTo paboTaT 3aegHo 6e3
XBbpYally XapTUIAKK Nofd popMaTa Ha XapTUEHU peLienTu.

Cnen HegoMucneHoTo nsasneHne Ha bBJIC. MNpeanoXXeHNeTo 3a N3MEHEHME OLLe rnoBeye
MOKas3Ba, Ye XapTUEeHNTe peLenTun ca U3JTNLLHN.

ABTOp: Xpucto Xpuctos (07.09.2022 16:38)

Fonsama Kpayka Hasapg

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

He pa3bupam, 3au10 ako NpobaemMbT € ¢ 4oCTbNBLT A0 codhTyep, Tonm He 6bae
npenocTaBeH 6e3nsaTHO B YacTTa CM 3@ a U3NMUCBAHE Ha eNeKTPOHHU peuenTun. Mnn owe
no-nobpe na 6bvae paszpaboTeHa cuCTEMa KOATO Aa NMo3BoJisABa Ypes bpay3sbp nan



npunoXxeHne aa 6baaT N3NUCBAHWN PELENTU OT IEKAPUTE KOUTO HAAMAT AOCTHM A0
cneunannsnpaHus copTyep B 60NIHMLUMTE UK NeKapCcKnTe KabuHeTn.

BsapHO e, 4e NnogobHo pelueHne e HenonyaspHoO B EBpomna, HO Tam e 1 "HenonynsapHa"
6e3KkoHTposIHaTa Npoaaxba Ha NekapCTBeHW NpenapaTn No IeKapCcKo npeanncaHue 6es
peuenTa.

ABTOp: VBaH ATaHacos (05.09.2022 19:07)

Hecbrnacex

ToBa npenJsioXXeHne e C uen AmwaBaHeTo Ha NaunueHTUTe OT esIeKTPOHHKU peuenTu, oT
eanHnumM Ha 6poi MegnumMHCKK cneunanncTm kouto OTJIA3BAT na ru nsgasar.
MeanumHCKnA copTyep Ha Nasapa e HanbJIHO aKTyasleH U MoXe Aa 6bae nonseaH 3a
n3naBaHe Ha eNleNTPOHHN peuenTu.

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

Tyk CTaBa BbMNpoOC 3a eANHULM NNIeKapu KOUTO OTKa3BaT MPoCTOo Aa cu 06HOBAT codTyep.
ToBa He e OCHOBaTeJIHa NPUYMHa fa ce NnWaBaT NauMeHTUTe UM OT eJIEKTPOHHU
peuenTn. B KpaHa CMeTKa LWe aonae MOMEHTBT B KOMTO e cu obHOBAT codpTyepa.
Bbnpoc Ha Bpeme e. BpeMe KoeTo nMaxa Tbi KaTo Wwenpo um belle oT/I0KEHO NbJIHOTO
HaB/IM3aHe Ha HoBaTa Hapenba. [1Be rogMHM e HanbJIHO afeKBaTHO BpeMe. MNpeasug
(hakTa, 4e nekaps He pa3paboTBa COPTYEPHOTO peLleHne, a Camo MNoJ13Ba aBTOMaTUYEH
npouec 3a obHOBABaHe NpefoCcTaBeH OT TAX, OTHEMALL, MUHYTH.

Apyro, nMma npakTuka cnabo HaceneHn mecTa ga 6bAaT obcny>xBaHW OT eAnH NekKap.
AKO u3paje rpelwHa xapTueHa peuenTa. JIMwaga nauneHTa oT pa3paboTeHOTO pelueHune
npu e peuenTuTe.

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

JinncaTa Ha epeuenTa AMLWaBa NnayMeHTa u oT e-npernes

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

CMsATaMm, Ye fa Ce NO3BOJIM Ha IeKapwu Aa NvwasaT rpakgaHu ot goctbn. CaMo 3aloTo
ca n3bpanu To3n onpepeneH nekap 6u 6MN0 NPOTUB UHTEPECUTE Ha CaMUTE rpakaAaHu
KaKTO 1 Ha Abp)XaBaTa N HENHOTO »XenaHue 3a aobpa n obctonmHa
3paBHOOCUTYypuUTeNHa cucteMa. KakTo n obescmMmumcnsa v oweTsiBa Abp)xaBaTa OT
HeMHaTa UHBECTUUMS B 34paBeorna3BaHeTo U NnpuiexalmnTe NHHPOPMaALMOHHN CUCTEMN U
peLeHuns.
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CnpaBKa 3a oTpa3siBaHe Ha NpeAJIoXKEHUATA U CTaHOBMLLATA
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