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YBa:xxkaemu npo¢. XMHKOB,

BbB Bpb3Ka € 06CHXK/AaHATA 33 MOpPeJieH I'bT Bb3MOXKHOCT 3a KOpPEeKIUs Ha Ha3HayeHaTa OT
JieKap Tepanus OT cTpaHa Ha ¢gapmalnieBTa (T.Hap. TeHEPUYHO 3aMeCTBaHe), KATErOpUYHO 3asiBsiBaMe,
Yye BCEKHM €/JJUH CIEeUaIMCT TPSAOBA Ja H3MbJHSABA JEWHOCTH, CBbP3aHU C NpodecuoHa/HAaTa CH
KOMIIETEHTHOCT. JlekapuTe - Ja AMArHOCTUIMPAT W JIEKYBaT 4ype3 OMNpejlesiiHE HA TepanusaTa, a
dbapmaleBTUTE - /a2 U3M'BJIHABAT NPEJINUCAHOTO JieYeHHe, TaKa KAKTO € 3aJ|aJleH0 OT JieKyBallus
Jiekap. Bb3M0OXXHOCTTA 32 reHepUYHO 3aMeCTBaHe ChIECTBYBA, IPU YCJIOBUE, Ue € U3PUYHO NMOCoYeHa
OT Ha3HA4YMWJIUA JIeUeHHUEeTO JieKap, KOMTO MO 3aKOH HOCH LisijlaTa OTTOBOPHOCT 3a MOCJEACTBUATA OT
NpPOBEJIEHOTO JIeYeHHe.

OIlJl mo3HaBa M3ISJI0 KOHKpPETHUS MAllMeHT OT TOAWUHU B OHO-TICUXO-COIUAJIEH ACMEKT:
aHaMHe3a Ha )KMBOTA, HACTOSIIA KJIMHUYHA KapTHHA, AJIEPTUYHHU MMPOSIBU, ChI'bTCTBAIIM 3a60JIsIBAHUS
¥ Tepanwusi, CbOTBETHUTE JIEKAPCTBEHU B3aMMOJIEHMCTBUSA W NMPOTHUBOIOKA3aHUSA, COIMAHA CpeJla U
HaBULM, GUHAHCOB CTATYC W HAIJIaCH 3a NPHUAbPKaHe K'bM eJlHa WM ApPyra Tepamus u Jp.. B cbioTo
BpeMe eauHcTBeHO OI1JI Moxe J1a mpocsiesid U Mo3HaBa edpeKTa OT MPEXOXKAAI0 JIeYeHHe - JIUTCA WU
He3a/I0BOJIMTeNIeH ePeKT OT eIMH WJIU JIPYT MeJJMKAMEHT, aKTUBHATa My CyOCTAHIUs WJIM MOMOIIHU
BeleCTBa, cnenupUYHM 3a BCAKA ThProBcKka ¢opMa, OTHOIIEHUETO Ha MaljdeHTa KbM MeJHWKaMeHTa,
KOEeTO JI0 roJisiMa CTeleH OMpeiesisi U CTENeHTa Ha CbTPYAHUYECTBO OT HEroBa CTpPaHa, KOETO OCBEH
MeAMIMHA, OCHOBAaHA HA /l0KAa3aTeJ/ICTBaTa, BKJKYBA W MeAWlMHA 0a3dpaHa Ha ONUTA U
HabJII0JJeHHUETO.
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CobriaacHo T 2. Ha ain. 1 4. 34 or HAPEJJGA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUATA U PEJIA 3A
[MPEAIIMCBAHE W OTIIYCKAHE HA JIEKAPCTBEHHU IIPOJAYKTH, He ce paspemiaBa TeHEPUYHO
3aMeCcTBaHe Ha NpeANYCaHus OT JieKaps JJeKapCTBEH NPOAYKT, KATO U3PUYHO € NOCOY€eHO, Ye KOraTo
JIEKAPCTBEHUAT MNPOAYKT € I[peAlNucaH I[0J, TbProBCKOTO CH HMe, ce OTIyCKa TO4YHO
npeAnvuCcaHusT NPOAYKT.

» 4. 34. (1) [Ipu omnyckaHe Ha npednucaHu JeKapcmeeHu npodykmu ce cnaseda c/AedHusm peo:

1. (usm. - 4B, 6p. 81 om 2013 2.) kozamo sekapcmaeHussm npodykm e npednucaH 4pe3 MeicdyHapodHo
HEenameHmMHo uAu dapmakoneliHo HAUMEHOBAHUE HA JeKAPCmMBeHOmMo 8ewecmao, ce omnycka
JlekapcmeeH npodykm, paspeweH 3a ynompeba 8 cmpaHamad, Kolimo csdspica npednucaHomo akmugHo
geujecmso, KAmMo 3ads/A%CUMe/HO ce cna3éam npednucaHama JiekapcmeeHa opma u Koau4ecmeomo 8
do3osa eduHuya;

2. Kocamo s1iekapcmeeHusim npodyKkm e npednucaH nod msp208CK0 HAUMeHOB8AHUe, ce 0mnycka
MOYHO0 npednucaHusim npodyKm.

(2) Kozamo anmekama He pa3nosiaza c npednucauus 1eKapcmaeH npodykm, mazucmaep- gapmayesmosm
e dasiceH da 2o ocuz2ypu 8 cpok do 24 vaca. B mo3u cayuail damama u 4acem HA NOCM®NEAHEMO HA
peyenmama ce ompassieam 8spxy Hes."

He Tpsi6Ba Aa mpeHeGperBaMe U Bb3MOXKHOCTTA 3a Cb3/JjlaBaHe Ha KOPYNIIMOHHHM MPaKTHUKY,
KOSITO 6M O6MJIa HaChbpUeHa OT BbBEXAAHETO HAa OMIUS 32 TeHEPUYHO 3aMeCTBaHe 6e3 ChIJIACHETO HA
Ha3HA4yWJIUsA TepanusTa jekap. UMa T.Hap. MHTerpajHU cxeMU (XOPHU30HTA/JHU U BEPTUKAJIHU), KOUTO
ca 0cobeHO YJAOOHM 3a COOCTBEHMLHM, KOUTO MpPUTeXaBaT LsjaTa Bepura - IPOU3BOJCTBO-
pasnpocTpaHeHHe-npoAak6a. UMa M TakKBa, KOUTO Sl MPUTEXABAT YACTHYHO, OT BTOPOTO HUBO [0
anTeKaTa, BKJIIYUTEHO.

['opensnoxeHoTto e ocHoBaHue, YC u HC Ha HCOILJIb fa oTXBBpJ/iM KaTErOPUYHO BbBEXJAHE Ha
reHepUYHOTO 3aMeCTBaHe U3BbH PAa3MHUCAHOTO B aKTya/IHATa, UUTUPAHA OT Hac Hapenba U NOAKpens

NMO3ULUATA HA B'bJIFapCKI/I JIEKApPCKH CbHO3. [
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Codpus 3aYCu HC na HCOIL/IB
17.10.2023 r. Jou. a-p JIrn6omup Kupos, im
IIpeacenaren na HCOILIb
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