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J0:
YIIPABUTEJIA HA H30K
MPO®. NIETKO CAJTYEB

J0:
A-P UBAH MA/IXKAPOB
NPEJACEAATEJ/I HA BJIC

YBaxxaemu npo¢. Canyes,

BbB Bpb3Ka € 00CHK/AaHATA 3a NOpeJieH I'bT BBb3MOXKHOCT 32 KOpeKLMsl Ha Ha3HavyeHaTa OT
JieKap Tepalus OT cTpaHa Ha papMaleBTa (T.Hap. reHEPUYHO 3aMeCTBaHe), KaTeTOPUYHO 3asiBsiBaMe,
ye BCEKU eJWH CllelJMaIUCT TpsbBa Ja HU3I'bJHsABA JEeWHOCTH, CBbpP3aHU C NpodecuoHasHATa CU
KOMIETeHTHOCT. JlekapuTe — Ja AUMarHOCTULUpAT U JIeKyBaT upe3 oOllpejessiHe Ha TepanusTa, a
dapManeBTUTe — Aa M3I'bJHABAT NPEANHUCAHOTO JiedeHHe, TaKa KaKTO e 3aZjaZleHO OT JieKyBalllus
JieKap. Bb3MoXXHOCTTa 3a reHepUYHO 3aMeCcTBaHe CbIeCTBYBA, IPYU YCJI0BHE, Y€ € U3PUYHO NI0COYeHA
OT Ha3HA4yWJIUA JieueHHeTO JieKap, KOMTO M0 3aKOH HOCH 1ifljlaTa OTTOBOPHOCT 3a MOCJ/e/CTBUSATA OT
NpPOBeJIEHOTO JieUeHHUe.

OIlJI mo3HaBa U3LAJI0 KOHKPETHHA MallMeHT OT TOAUMHU B GMO-IICUXO0-COLIMAJIEH acleKT: aHaMHe3a Ha
»)KUBOTA, HACTOSLIA KJIMHUYHA KapTHHA, aJleprUiHU NpOsIBH, ChI'bTCTBALLU 3a00JIsiBaHUA U Tepanus,
CbOTBETHUTE JIEKapCTBEHU B3aUMOJEWCTBUS U NPOTHUBOINOKA3aHHUSA, COLlMaJHA Cpeja U HaBULY,
$UHAHCOB CTAaTyC W HarJacu 3a NpUAbpKaHe KbM eJlHA WJU Apyra Tepanus U Jp. B cbuoTo Bpeme
eauHcTBeHo OIlJI Moxe fAa mpocjefd W No3HaBa epeKTa OT NMPeAXOXKAALL0 JedyeHue - JIMICca WU
He3a/l0BoIMTesIeH ePeKT OT eiMH WU APYr MeJUKaMeHT, akTUBHATa My CyOCTAaHLUA WA NOMOLIHHU
BelllecTBa, cnelUPHUYHU 3a BCSAKA T'bProBcka GpopMa, OTHOLIEHUETO Ha MallMeHTa KbM MeJUKaMeHT3,
KOETO JI0 T0JIsIMa CTelleH Ollpe/ie/is U CTelleHTa Ha CbTPYAHUYeCTBO OT Herosa CTpaHa.

CbraacHo T 2. Ha an. 1 4. 34 ot HAPEJBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUATA U PEJIA 3A
[MPEAIIMCBAHE W OTIIYCKAHE HA JIEKAPCTBEHU ITPOJAYKTH, He ce paspemiaBa reHEpPUYHO
3aMeCcTBaHe Ha MpeANrCcaHus OT JieKapsl JeKapCTBEH NPOJAYKT, KATO USPUYHO € I0COYEHO, Ye KOraTto
JIEKAPCTBEHUAT MNPOAYKT € IpeANucaH I0J, TbProBCKOTO CH HMe, Ce OTIyCKa TOYHO
npeAnvuCcCaHuAT NPOAYKT.

»41. 34. (1) [Ipu omnyckaHe Ha npednucaHu AeKkapcmeeHu npodykmu ce cnased c1edHuUsim peo:

1. (usm. - B, 6p. 81 om 2013 2.) koezamo sekapcmaeHusim npodykm e npednucaH 4pe3 MexicdyHapooHO
HEenameHmMHo uAu dapmakonellHO HAUMEHOBAHUE HA JeKApCM8eHOmMo 8ewecmaso, ce O0mnycka
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JekapcmeeH npodyKm, paspeuwleH 3a ynompeba 8 cmpaHama, Kolimo cs0dspica npednucaHomo akmueHo
geujecmso, Kamo 3ads/a24cUme/aHO ce cna3sam npednucaHama JekapcmeeHa opma u KoAU4ecmsomo 8
do3osa eduHuya;

2. Kozcamo sekapcmeeHusim npodyKm e npeonucaH nod mesp208CK0 HAUMEHO8AHUe, ce OMNycKda
Mo4HO npednucaHusim npodykKm.

(2) Koeamo anmekama He pasno.iaza ¢ hpednucaHus JAeKkapcmeeH npodykm, mazucmesp- gapmayesmsm
e dawdceH da 20 ocuzypu 8 cpok do 24 vaca. B mo3u cayuall damama u 4acem HA NOCMBNBAHEMO HA
peyenmama ce ompa3ssieam 8spxy Hesl.”

He Tpsi6Ba Jja npeHe6GpersaMe M Bb3MOXKHOCTTA 3a Ch3/jJaBaHe Ha KOPYNIMOHHU NPAKTHUKH, KOSATO OU
6u1a HacbpyeHa OT BBbBeXJAHETO HA ONIUA 3a TeHepUYHO 3aMecTBaHe 6e3 CbIVIaCMETO Ha
Ha3HAYMUJIMA TepanusaTa Jekap. UMa T.Hap. MHTerpaJHu cXeMHU (XOpU30HTAJHU U BePTHUKAJIHHU), KOUTO
ca 0cobeHO yAO06HM 3a COOCTBEHMIM, KOWTO INpUTeXaBaT LgfJaTa Bepura - HPOU3BOACTBO-
pasnpocTpaHeHUe-IpoAak6a. IMa M TakuBa, KOUTO s MPUTEXaBAaT YAaCTUYHO, OT BTOPOTO HHUBO [0
anTeKaTa, BKJIYUTENHO.

['opeussoxeHoto e ocHoBaHue, YC 1 HC Ha HCOILJIB ga OTXBBbpJ/M KaTeropuvyHO BbBEXJaHe Ha
reHEPpUYHOTO 3aMeCTBaHe U3B'bH PA3NMCAHOTO B aKTya/JIHATa, IUTUPAHA OT HAc Hape/6a.

Codus 3a YC u HC na HCOIL/IB
24.03.2020r. (dou. a-p Jlrw6omup Kupos, am, | |
llpeaceparesn Ha HCOIIB)
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