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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: [aHunena I7Iop,u,aHOBa (06.12.2023 17:10)
CMUCHA OT e-peulenTa 3a NauneHTa

3apasenTe! e nobassa owe Hewo 3a aHTUBMOTNYHATa pe3nCTeHTHOCT. EanH
MUKpPoBMOOr Ka3a, 4e ako He ce NpaBu aHTUbnorpama npeamn aa ce nsnuue
aHTMONOTUK - C e-peuenTa He ce nocTtura HULWO. JlekapuTte nak cn nanuceaTt
aHTUbMoTUUMTE , KOUTO CU U3NNCBAT NO NPUHLUMN 3a AadeH cnyvyan. B cmucubn ve -
HayMHa Ha U3NKMUCBaHe HAMa 3HAaYeHue, ako He ce HamnpaBu aHTMbrnorpama. AKo Lie 1 Ha
KOCMUWYEeCKa peuenTa Aa U3nuceaT fiekapute aHTnbnoTnyunTe.

M nak Ka3zBaM 3a NaumeHTa nMma CMUCHJ N JIoTUKa oT e-peuenTa - AKO e BE3MNJIATHA 3a
Hero vau roHe 4acT OT CyMaTa Ce noemMa OT Abp>KaBaTa.

LLIE 3aBBbpwa c gymm Ha OMbyacmaHa - "AHTUBMOTUYHOTO Sle4eHne e XXMBoTocnacsasallo,
a Nle4eHnTo 3a gmabeTnum e XnBoTonoaabp Kawo. MacTo 3a KomnpomMmc Hama!" ...

Mpenopbka - MnucneTe MHOro, KOraTo NpuemMaTe 3aKOHU N Hapeabu ......... Fonam pebat un
obcbxpaHe Tpsabea ga naga......

bnaronaps 3a BHUMaHMETO N OTAEJIEHOTO Bpeme!

ABTOop: boxunpap boxxaHoB (05.12.2023 13:27)
MpennoxeHve 3a AoNbJ/IHEHNE

ABTop: [aHvena MoppaHosa (02.12.2023 18:41)
CMUCBHA OT e-peuenTa 3a NayneHTa

3anpasenTte! MI3kazBaM MHeHME OTHOCHO eNeKTPOHHUTE peuenTn. KakBuTo n nogobpeHuns
Ha copTyepuTe Aa npaBuTe A0 anpui Mecel - HAMa Aa Ca MHOro OT MoJi3a.
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O6ocHoBaBaM Ce 3alllo - 3all0TO KOraTo HsIMa TOK WM UHTEPHET - BCe Tasd ,4ye
nporpamaTa paboTu ycnewHo. BegHara ue Ka)keTe - We oTuae nauneHTa B apyra
anTeKa - aMu , akKo HsIMa Apyra. A3 JIMYHO 3HaM 3a rpaf, KbAeTo MMa efiHa anTeka.
MpoCTo UCTUHAaTa e, Ye 34paBeTo - He TpsbBa Aa 3aBUCU OT UHTEPHET, NPOrpamMu, TOK.

N npyroTo, koeTo uie gobaes e - 4e e TONIAMA 3abnyna , ako Cu MUCTINTE, Ye C e-
peuenTtun ce 60pn aHTNBNOTNYHA PE3NCTEHTHOCT. [bPBO NAUNEHTUTE XOO4AT C XapTUEHN
peuenTun B CbCeAHUTE Obp)XaBM N CU KynyBaT. A3 NOHe 3HaM 3a TakuBa ciayydan. HO
3ABJIYOATA e ronsamMo Hewo. MMHUCTBP XMHKOB CUMYPHO Ce YCMNOKOSBa, Ye NOHe e
HanpaBW/ KakBOTO 3aBUCK OT Hero. lNMak Ka3BaM - He e /IoWo Aa ce Xueee B 3abnyna nnum
haHTasmA.

N TpeTo - 3a aa uma CMUCDHJI oT e-peuLienTn 3a NauneHTa - Abp)KaBaTa Tpsabea oa noema
4acCT OT CyMaTa Ha aHTMBbMoTMKa Nan Hanpaeo uanaTa cyMa. T.c. Aa ca 6e3nnaTHM 3a
nauneHTuTe. MHadve ce rybu cMncbna oa ce Yaka Npu siekaps.

bnaropaps 3a BHMMaHMeTO! - ako BbobLLEe HAKOM YeTe KakBO € HanncaHo TYK KaToO
KOMeHTapwu.

ABTOp: OrHsH MopaaHos (25.11.2023 15:37)
MauneHTpuTe HE NCKAT efIeKTPOHa peuenTa

A3 pa3roBapsM C NnauuMeHTN KU MM NUTax gajan UCKaT eNekTpoHa peuenTta ,camo 1 ot 100
YOoBEeKa UCKaT gpyruTe Ca KaTeropmyHo NpoTmMB N a3 UM Ka3BaM aMU BaLLUUAT
npencTaBuUTeN Ka3a Mo TesieBU3nNATa ,4€ NCKATEe U T€ MU Ka3BaT ,4€ TON NnuTaa I HKU e
.Hne He nckame enekTpoHHa peuenTa .

ABTOp: OrHsH MopaaHos (25.11.2023 15:35)
MpoTMB eNneKTpoHHa peuenTa

Cny4anm oT gHecC nauneHTa HAMa /IeKapCcTBO 3a AnabeT n 3BbHM Ha NeKapsa Aa m3nuiie
,JleKapAT He BOura 3awoTo e cbboTa ToM MMa XapTUeHa peuenTa ,HO He MOXXe Aa CU
B3€MU JIEKAPCTBOTO 3a AnabeT ,3all0To HAMa eNleKTPOoHa peuenTa ,Mpu KOeTo ToM Ka3Ba
€ NoHeaesIHUK e oTnha rnpu Jekapsa aa Mm Usnuulie esIeKTPOHHO ,a ABa AeHa e KapaM
6e3 nekapCTBO aKo He yMpa ,B NOHEeAENHUK Le NoJlyvya efieKTpoHa peuenTa . Tpabea
BCUYKO fa Ce BbpHe KakTo npean 15.10 2023 He cMe roTOBM 3a TakuBa peuenTtun . B
AHrnna um Tpabeawe 10 roognHu 3a Oa BKapaT CaMO e/IeKTPOHN peuenTu ,a HUe ro
pewwaBaMe OT OgHeC 3a yTpe.

ABTOp: OrHsH MopaaHos (25.11.2023 15:32)
MpoTnB eneKTpoHHa peuenTa

MauneHTuTE CN KynyBaT J1IeKapCTBa OT TprI,I/Iﬂ n PyMbHI/IFl N He XO0O4T Npwn nekKaps 3a
€J1eKTPOHa peuenTa ,TOeCT MNoJi3a OT eJIEeKTPOHaTa peuenTa € Aa 3aXpaHBaMe



MKOHOMMKaTa Ha Typumnsa n PymbHUSA , TpsabBa BCMYKO Aa Ce BbpHE KakTo npeaun 15.10
2023 . C xapTueH OHeBHUK U XapTueHa peuenTa .

ABTOp: [lesH Pawkos (25.11.2023 12:48)

MpoTmB OT/IaraHeTO Ha eNeKTPOHHOTO NpeanncBaHe Ha aHTUBaKTepuanHn NeKapCcTBEHM
NPOAYKTU

Bbarapmsa e c Han-BMCOKa CMBbPTHOCT OT PE3UCTEHTHU Ha aHTUbnoTnum bakTepuu.
Pa3spaboTeHaTa npean 4 r. HaunoHanHa nNporpamMa cpelly aHTUMUKpobHaTa
PEe3UCTEHTHOCT OLlLe He e npueTa.

MpodmnakTukaTa (NpesBeHUmMATa) Ha AHTUMUKpPoBHaTa IeKapCcTBEHa Pe3UCTEHTHOCT ce
OCHOBaBa Ha pauMoHasHa ynotpeba Ha aHTUMUKPOOHN CpeacTBa, pa3yMHO M3MOJI3BaHe
Ha NpouiaKTUKa N SledeHne C Liesl orpaHnYaBaHe Ha nosBaTa Ha MHO)XKeCTBEHa
PEe3UCTEHTHOCT; MOHUTOpPMPaHe Ha MUKpobHaTa NekapcTBeHa Pe3NCTEHTHOCT U
aHTMbnoTmnyHaTa ynotpeba.

MopeoHOTO OTNaraHe Ha NpuaraHeTo Ha Ta3u Ha efIeKTPOHHOTO NpeAnucBaHe Ha
aHTUBaKTepuanHu NIeKapCTBEHM NPOAYKTU e ACeH 3HaK , Ye AbpKaBaTa HE nposexaa
Jbp>KaBHa NOMNTUKA 33 NpeBeHUNs Ha AHTUMUKPOOHATa IeKapCTBEHA PE3UCTEHTHOCT U
MWHUCTEPCTBO Ha 3[paBeona3BaHeTo He cbO/OAABA NpUiaraHeTo Ha U34aneHoTo
hapMako-TepaneBTUYHO PHLKOBOACTBO 3a@ U3MOJI3BaHE Ha aHTUMUKPODOHN NIeKapCTBEH
NPOOYKTWN.

ToBa oTharaHe e B NpoTuBopeyme cbC eBponenckoTo npaso PELLIEHWE Ne 1082/2013/EC
HA EBPOMENCKWNA MAPJTAMEHT 1 HA CBbBETA no oTHoweHue Ha EMNOEMNONOrNYEH
HALO3OP N N3BBbHPELEH MOHUTOPUHI kaTo 6noknpa PAHHO MPEAYNPEXXOEHWNE U
PEAIMPAHE nopagun nucna Ha Hag30p BbPXy papMaKo-TepaneBTUYHO PbKOBOACTBO 3a
N3non3BaHe Ha aHTUMUKPOBHN NeKapCTBEHW NPOAYKTU, MO KOETO MMa N3NCKBaHE
3aab/oxkutenHo MNPEOW 3ano4yBaHe Ha eMNMPUYHa Tepanmsa C aHTUMUKPOOeH NekapCcTBeH
NMPOAYKT , Aa Ce B3eMa MaTepuras 3a MUKPOOBNONOrnYHO n3cneaBaHe n cnep noaydyaBaHe
Ha pe3ynTaTuTe 3a naeHTudmnKayuma n aHTUMNMKpobHaTa YyBCTBMTEIHOCT Ha
0OKa3aHUTe NPUYUHNTENN TepannuaTa 3a0b/DKUTESIHO Ce KOPUrupa;

UcTopus

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 24.11.2023
MpuknouBaHe Ha KOHcynTauuaTa - 07.12.2023
CnpaBkKa 3a noJsiydyeHMTe npeanoxeHus - 13.12.2023

CnpaBKa 3a oTpa3siBaHe Ha NpeAJIoKeHUATa U CTaHOBMLLATA
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