MpoekT Ha Hapepba 3a usmeHeHme n ponbJsiHeHue Ha Hapenba Ne 4
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C npoekTa ce npegjiarat U3MeHeHUs N AOMbJHEHUS, KaCaelln peuenTuTe C PEXXNUM Ha
€[ HOKpaTHO OTNyCKaHe, KaTo ce npeasm>xha Te ga umat sanmgHocT 30 gHW OoT gaTaTa
Ha n3QaBaHeETO UM, MPOMsIHA B peuenTypHaTa 6s1aHKa, kaTo 6bae nobaBeH nnyeH
npodecnoHaneH Ko Ha iekaps No geHTasHa MeanunHa. JaHHN 3a INYHKA
npodgecnoHaneH Kog Ha siekapsa No AeHTaslHa MeauumHa ce npeasara na ce nobasu n B
OHEBHWNKA Ha U3NbJIHEHUTE peuenTn B anTekaTa no 4. 3, an. 3 oT Hapeaba Ne 28 oT
2008 r. 3@ yCTPOMCTBOTO, peda 1 opraHmlaumnaTa Ha paboTaTa Ha anTekuTe ”
HOMeHKJ/1aTypaTa Ha IeKapCTBEHUTE NPOAYKTU, KOETO Kacae AHEBHMKA Ha U3MNbJIHEHUTE
peuenTun B anTeKkaTa.

Ha cnepgBawo macto 6ewe ycTtaHoBeH npobaem C npuiaraHeTo Ha NPOMeHn B
HapepnbaTa, KOUTO 3acaraT NpeanMCBaHEeTO U OTNYCKaAHETO Ha JlIeKapCTBEeHN NPOAYKTH,
CbhAbpXKaLLM HAPKOTUYHU BewlecTBa. NMo-KOHKpeTHO ¢ § 18 oT lNpexogHnTe n
3akno4uTenHu pasnopenbu Ha HapepbaTta 3a nameHeHve n gonbaHeHe Ha Hapenba Ne
4 o1 2009 r. 3a ycnhoBuaTa 1 pefa 3a npeanncBaHe n oTnyckaHe Ha JieKapCTBEHN
npoaykTn, obHapoaBaHa B Ibp>KaBeH BeCTHUK, 6p. 51 oT 2023 r. 6ewe npeasuaeHa
Bb3MOXHOCT [0 MHTErpnpaHeTo Ha coPTyepHUTE NpoayKTu/cnetmanninpaHmnTe
MeOUNLUNHCKK COPTyepun Ha anTeknTe Ha nevyebHnTe 3aBefeHNs - U3NBJAHUTENMN Ha
6onHMYHa nomoL, ¢ HaumoHanHaTa 34paBHOMHGpOPMAaLMOHHA CUCTEMA, HO HE MO-KbCHO
oT 31 pekemBpu 2023 r., NeKapCTBEHUTE NMPOAYKTU, CbAbpXKaLLN HAPKOTUYHN
BewecTBa, Aa ce npeanuceaT 1 OTNyCKaT B Te3n fe4yebHun 3aBefeHns No gocerawHns
pen. MNoco4eHOTO OT/NlaraHe A0 Kpas Ha HacTosAwaTa roguHa 6ewe HanpaBeHoO C Len
ne4yebHnTe 3aBefeHNs Aa MaT AOCTAaTbYHO BpeMe da afanTupaT CBOSA MeAUNLMHCKU 1
anTedyeH copTyep 3a eNeKTPOHHO npeanuceaHe N OTryckaHe Ha TakbB TUM JlIeKapCTBEHU
MPOAYKTU, HO Mopagn pUCK OT HeusnbJIHEHVE Ha UHTErpupaHeTo Ha cucTteMmnTe B
MoCoYeHNs CPOK, C NPOoeKTa ce npefnara yabjykasaHe o 1 anpun 2024 r.



EoHa OT OCHOBHUTE LLeIN Ha HaCTOoALWMNS NPOEKT e 4Ype3 oTnaraHeTo go 1 anpun 2024 r.
Ha eIeKTPOHHOTO NpeanucBaHe Ha aHTUbakTepmnanaHN NeKapCTBEeHN NPOAYKTM 3a
cuctemHa ynotpeba na ce page Heobxo4MMOTO BpeMeE, KaKTO Ha sinuaTa, ydacTBawm B
npoueca no npeannuceBaHe n oTNyCKaHe Ha NMOCOYEHNTE JIeKapCTBEHN NPOOYKTKN Ada ce
ajanTupaT KbM NMPOMsHaTa, Taka U Bb3MOXXHOCT 3a NpeoaofiiBaHe Ha KOHCTaTUpaHuTe
HenooCTaTbUM Ha cucTemMaTa, CBbpP3aHM C NpPeaAnncBaHeTOo U OTMYCKaHEeTO.

O4akKBaHUAT pe3yNTaT € OCUTYPsIBaHE Ha AOCTHMN A0 JIEKapCTBEHA Tepannsa Ha BCUYKK
Hy>XAaeLln ce NauneHTn, C ornesn 3awmTaTa Ha TAXHOTO 34paBe U XXMBOT. ToBa € OT
NbPBOCTENEHHO 3HAYEHMe NMpu NpoBeXxaaHaTa 0T MUHUCTBbPA Ha 3 paBeorna3BaHeTo
NleKapCcTBeHa NoAnTKKa. pyr o4akBaH pe3ynTaT OT NpMeMaHETO Ha MPoeKTa e, 4ye 4ypes
yAb/)KaBaHETO Ha OTJlaraTesIHUS Nepuoa, B KOWTO A0 UHTErpupaHeTo Ha COPTyepHUTE
npoayKTU/Cneunann3npaHnTe MeauUnHCKN codTyepun Ha anTeknuTe Ha neyebHuTe
3aBefleHns - U3NbAHMTENN Ha 6onHMYHa nomol, ¢ HauuoHanHaTa
3/1pAaBHOMH(OPMALIMOHHA CUCTEMA, IEKAPCTBEHUTE MPOAYKTU, CbAbPXKALLN HAPKOTUYHU
BELLEeCTBa MOraT fa ce NpeanunuceaT U OTNyCcKaT Mo AoceraliHusa peg, we 6baaT
NpPeonosiEHN N OTCTPaAHEHN eBEHTYaJIHU HeAOoCTaTbLUM U HENBJHOTY B NPOLECUTE No
€/IEKTPOHHO UM NMpeanucBaHe 1 oTNyCcKaHe.
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ABTop: [aHvena MoppaHosa (06.12.2023 17:10)
CMWUCBA OT e-peLienTa 3a nauneHTa

3ppasenTe! e nobasa owe Hewo 3a aHTUBMOTMYHATA Pe3NCTEHTHOCT. EAnH
MUKpOobMONor Kasa, 4e ako He ce npasBu aHTMbmnorpama npenn ga ce usnuwie
aHTUOMOTUK - C e-peuenTa He ce nocTtura HALLO. JlekapuTe nak cn nanuceaT
aHTUbnoTULMTE , KOUTO CU U3NNCBAT MO NPUHUMN 3@ AajeH cnyvan. B cMucubn ve -
Ha4YMHa Ha M3NMCBaHe HAMa 3HAa4YeHMe, aKo He ce Hanpasu aHTubnorpama. AKo e 1 Ha
KOCMMYEeCKa peuenTa Aa M3nucBaT NekapuTte aHTubunotuyunTe.

M nak Ka3zBaM 3a NaumeHTa nMma CMUCHJ N NIornka oT e-peuenTta - AKO e BE3IMNJIATHA 3a
Hero UM NOHe 4YacT OT CyMaTa ce rnoema oT Abp>KaBaTa.

LLIE 3aBBbpwa c gymm Ha OMbyacmaHa - "AHTUBMOTUYHOTO fleveHne e XXMBoTocnacsasallo,
a fle4yeHNTO 3a AnabeTnumn e X1BoToNnoAAbPKALLO. MACTO 3a KOMNpoMUC HaMa!" ...

Mpenopbka - MucaeTe MHOro, KOraTo NpuemaTe 3akKoHU U Hapeaou ......... Fonam gebat n
obcbxpaHe Tpabea ga naga......

Bnarop,apﬂ 3a BHUMaHMNETO N OTAENEHOTO BpeMe!

ABTOp: boxupgap boxaHoB (05.12.2023 13:27)

MpennoXxeHve 3a AOMbJIHEHNE

ABTop: [anwuena loppaHosa (02.12.2023 18:41)
CMUCBA OT e-peLienTa 3a NaLuuneHTa

3npasenTte! N3kazBaM MHEHME OTHOCHO eNleKTPOHHUTEe peuenTn. KakBnto n nogobperHuns
Ha coTyepuTe Oa npasBuTe A0 anpua Mecewl - HAMa ga ca MHOro oT rnonsa.
ObocHoOBaBaM ce 3allo - 3all0TO KOraTo HAMa TOK WU UHTEPHeT - BCe Tad ,4ye
nporpamaTta paboTu ycrnewHo. BegHara we kaxeTe - We oTuae nauneHTa B gpyra


https://beta.strategy.bg/download/1046817
https://beta.strategy.bg/download/1046815

anTeka - aMn , ako HsMa agpyra. A3 NMYHO 3HAM 3a rpaj, KbAeTo MMa efHa anTeka.
MpoCTO NCTUHATA €, Ye 3[PaBeTo - He TpsbBa Aa 3aBUCU OT UHTEPHET, NMPorpamMun, Tok.

W npyroTo, koeTo e gobaes e - 4e e TOJI9MA 3abnyna , ako C MUCIINTE, Ye C e-
peuenTun ce 6opm aHTUONOTUYHA PE3NUCTEHTHOCT. MNbPBO NALMEHTUTE XOAAT C XapTUEHN
peLenTun B CbCeAHUTE OAbPXXaBM N CU KynyBaT. A3 NOHe 3HaM 3a TakuBa ciayydan. HO
3ABJTYOATA e ronsamo Hewo. MMHUCTBP XMHKOB CUMYPHO Ce YCMNOKOSBA, Y€ MNOHEe e
HanpaBWa KaKBOTO 3aBUCK OT Hero. lNMak Ka3BaM - He e NIoWOo fa ce Xueee B 3abnyna nnum
haHTasmA.

N TpeTo - 3a na uma CMUCDHJT oT e-peuenTu 3a NauneHTa - Abp>KaBaTa TpsabBa Aa noema
4acCT OT CyMaTa Ha aHTMBbMoTMKa Nan Hanpaeo uanaTa cyma. T.c. Aa ca 6e3nnaTtHu 3a
nauneHTuTe. MHadve ce rybu cMncbna oa ce Yaka Npu sekaps.

Bnaropmaps 3a BHUMaHMETO! - ako BbOOLLE HAKOM YeTe KakKBO € HamnnmcaHo TyK KaTo
KOMeHTapw.

ABTOp: OrHsH MopaaHos (25.11.2023 15:37)
MauneHTpUTE HE NCKAT esIeKTPOoHa peuenTa

A3 pa3roBapsM C NnauueHTN KU rm NUTax gajanm UCKaT eNekTpoHa peuenTta ,camo 1 o1 100
YOBEKA UCKAT APYruTe ca KaTeropuvHo rnpoTMB 1 a3 UM Ka3BaM aMyn BaLWINAT
npencTaBuTeN Ka3a no TefeBu3naTa ,4e nckaTe U Te€ MU Ka3BaT ,4€ TOMN NuUTaa M HKU e
.Hue He nckame enekTpoHHa peuenTa .

ABTop: OrHsH MopaaHos (25.11.2023 15:35)
MpoTMB eNneKTPOoHHa peLenTa

Cny4anm oT gHecC nauneHTa HAMa /IeKapCcTBO 3a AnabeT n 3BbHM Ha Nekapsa Aa u3nuiie
,JleKapAT He BOura 3awoTo e cbboTa ToM MMa XxapTueHa peuenTa ,HO He MOXXe [a CU
B3€MU JIEKAPCTBOTO 3a AnabeT ,3all0To HAMa eNleKTPOoHa peuenTa ,Mpu KOeTo ToM Ka3Ba
e rnoHeesIHUK We oTnaa npu nekaps ga Mun ninuule enekKTpoHHO ,a ABa AeHa Lie KapaMm
6e3 nekapcTBO aKo He yMpa ,B MOHEAENHUK LLe MoJlyda eNleKTpoHa peuenTa . Tpsabsa
BCUYKO Oa ce BbpHe KakTo npean 15.10 2023 He cMe roToBM 3a TakuBa peuenTtun . B
AHrna um Tpabeawe 10 rognHu 3a Oa BKapaT CaMO e/IeKTPOHN peuenTn ,a HUe ro
pewaBaMe OT OHeC 3a yTpe .

ABTOop: OrHsH MopaaHos (25.11.2023 15:32)

MpoTUB eNeKTPOHHa peLenTa

MauveHTUTEe CK KynyBaT SlIeKapcTBa OT Typuma n PyMbHUA N HE XOOAT Npwv IeKaps 3a
eJlIeKTpOoHa peLenTa ,TOeCT NoJi3a OT efleKTpoHaTa peuenTa e Aa 3axpaHBame
NKOHOMMKATa Ha Typumsa n PymbHUa ,TpabBa BCUMYKO Aa ce BbpHe KakTo npean 15.10
2023 . C xapTueH OHeBHUK U XapTueHa peuenTa .



ABTop: [edH Pawkos (25.11.2023 12:48)

MpoTWB OT/IaraHeTO Ha e/IeKTPOHHOTO NpeanucBaHe Ha aHTUbBakKTepmnaaHN NeKapCTBEHN
MPOAYKTU

Bbarapusa e c Han-BMCOKa CMbPTHOCT OT PE3NCTEHTHU Ha aHTUbnoTNLUM BakTepuu.
PaspaboTeHaTa npeau 4 r. HaumoHanHa nporpamMa cpeuly aHTUMMKpobHaTa
PE3NCTEHTHOCT OLLEe He e npueTa.

MpodunakTmkaTa (NpesBeHUnsATa) Ha AHTUMUKpPOoBHaTa fIeKapCcTBEHA PE3UCTEHTHOCT ce
OCHOBaBa Ha pauwnoHasiHa ynotpeba Ha aHTUMUKPOBHN CpeacTBa, pa3yMHO M3MoA3BaHe
Ha NpoduNaKTNKa N NeYeHme C Luen orpaHm4yaBaHe Ha NosBaTa Ha MHO)XXECTBEHA
PEe3UCTEHTHOCT; MOHUTOPUPaHE Ha MUKpobHaTa NekapCTBeHa Pe3NCTEHTHOCT U
aHTUbuoTnyHaTa ynotpeba.

NMopenHOTO OT/NaraHe Ha NpuiaraHeTo Ha Ta3nW Ha efIeKTPOHHOTO NpeanucBaHe Ha
aHTMbaKTepunasHN NIeEKapCTBEHM NPOAYKTU € ACEH 3HaK , Ye AbpxkaBaTa HE npoBexaa
Abp>XaBHa NOAUTUKA 3@ NpeBeHUMs Ha AHTUMUKPOOHaTa IeKapCTBEHA PEe3NCTEHTHOCT U
MMWHNCTEPCTBO Ha 34paBeorna3sBaHeTo He cbbogaBa NpuiaraHeTo Ha N30afeHOTOo
¢hapmMako-TepaneBTUYHO PbKOBOACTBO 3a U3M0JI3BaHE HAa aHTUMUKPOOHW NIeKapCTBEHM
NPOAYKTW.

ToBa oT/NaraHe e B NpOoTUBOpeEYME CbC eBponenckoTo npaso PELLUEHWE Ne 1082/2013/EC
HA EBPOMENCKWNA NAPJIAMEHT U HA CbBETA no oTHowweHue Ha EMUOEMWONIOr MYEH
HAO30P N N3BBbHPEOAEH MOHUTOPUHI kaTo 6n10okupa PAHHO MPEAYMNPEXOEHUE N
PEArMPAHE nopaaun nucna Ha Hag30p BbPXY papMako-TepaneBTUYHO PbKOBOACTBO 3a
N3non3BaHe Ha aHTUMUKPOBHN NeKapCTBEHN NPOAYKTMU, MO KOETO MMa N3NCKBaHE
3aab/okutenHo MNMPEOW 3ano4yBaHe Ha eMNMpUYHa Tepanmsa C aHTUMNKpPobeH nekapcTBeH
NPOAYyKT , Aa Ce B3eMa MaTepunasa 3a MUKPOBMONOrM4yHo nscnenBaHe u cnen noslydyaBaHe
Ha pe3ynTaTuTe 3a ngeHTudmnKkayuma n aHTUMMKpobHaTa YyBCTBUTETHOCT Ha
OOKa3aHNUTEe NPUYNHNTENN TepannuaTa 3adb/DKUTESIHO Ce KOPUrnpa;

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 24.11.2023
MpuknioyBaHe Ha KOHcynTauusaTa - 07.12.2023
CnpaBKa 3a noJiyyeHuTe npensio>XXeHus

CnpaBka nnu cbobuieHue.

OKOH4YaTeJIeH aKT Ha MMHUCTEpPCKUA CbBeT



