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1. BBbBEJIEHUE

1.1. HammeHoBaHue Ha crielMaTHOCTTA — KimmHMYHA (hapMaKoIoTHs U Teparnus

1.2. IIpoabKATETHOCT Ha 00YYEHHUETO — 4 TOAMHU, BKIIIOUBAIIIO:

e 6 Mecera o0ydeHue 1o ¢hapMakoJIOTHs

e 12 mecena o0yueHue 1o BTPELIHU OosecTu

e 30 mecena o0yueHue Mo KIMHUYHA (HapMaKoJIOTHs U Tepanus

1.3. U3uckBano 60a30B0 00pa3oBaHue 3a JAOIMyCKaHe 10 00yUYeHHE M0 crienuanHocT Kimanaaa
(bapMakoJIorus 1 Tepamnus — 3aBbPLICHO BHCLIe 00pa3oBaHue Ha 00pa30BaTEIHO-KBATU(PHUKALIMOHHA
CTEIIeH ,,MarucThp* 1o ,,Meaunuua” u npuaoouTa npopecruoHanHa KBaaupuKanus ,,jexap”

1.4. lepuHunms Ha CTIEUATHOCTTA

Knuanyna ¢apmakosiorus u Tepanusi € HaydyHa JUCIHILIMHA U CAaMOCTOSTEIIHA MEIUIIMHCKA
CHELHATHOCT, KOATO U3y4yaBa U OLICHsABA IEHCTBUETO Ha JIEKapCTBATa IIPH XOpa — KaKTO BbpXY olIiara
HOITyJIAIMs, TaKa U IpU cHelU(pUYHA TOATPYIH M OTAeTHN UHAMBUAM. OLeHKaTa Ha IeHCTBUETO Ha
JIeKapcTBaTa LEJIM YCTAaHOBABAHE HAa BPH3KaTa U OCUTYPSIBAaHE HA ONTHMAJIHO CHOTHOIICHUE MEXIY
TeparneBTHYEH e(PeKT, He)KEIaH! JIEKAPCTBEHHN PEAKIIMH U CTOMHOCT Ha JICYEHUETO.

MetoauTe, KOUTO ce M3MOI3BAT OT KJIMHUYHATA (PApMaKoJIOrHs U Tepamus BKIIOYBAT KaKTO
cnenu(UYHM 3a CHEeIMATIHOCTTa METOAM W MOAXOIM, TaKa W METOJAM, U3IOJI3BaHU B 00JacTTa Ha

KIMHHU4YHaTa MCIHIMHA, q)apMaKOJIOFI/ISITa, JICKApCTBCHATA CIIMACMHUOJIOTHUA U UKOHOMUKATA.

2. IEJ HA OBYUYEHHUETO

[len Ha 06yuenuero no Knuauuna papmakosnorus v Tepanus € ycBosiBaHe Ha MOAXO0IU 32 U300p
Ha e(eKkTuBHA, 0e30MacHa, MKOHOMHUYECKH IIelleCho0pa3Ha U WHANBHAyaIn3upaHa hapmakoTepanus,
KaKTO W TOJXOJM 3a IUIAHHpaHe, MPOBEXIaHE, aHaJu3 U OIEHKAa Ha pe3yJTaTH OT KIMHUYHU

HU3MIUTBAHUA HaA JICKapCTBA.

3. 3HAHUSA, YMEHUS W KOMIIETEHTHOCT, KOUTO CHEIAAJU3AHTHT
CJIEABA A IPUJOBUE

3.1. VYcBosBaHe Ha TEOPETHYHH IMO3HAHMSA W TPAKTHUYECKH YMEHHs 3a W300p HAa palMOHAIHA
JIeKapCTBEHA Teparnusi, OCHOBaHA HAa OOEKTUBHU KPUTEPUH 32 CHOTHOLIEHUETO MOJI3a/PUCK

3.2. YcBosiBaHE Ha TEOPETHYHHU TO3HAHUS M TMPAKTUYECKH YMEHHUS 33 MHIUBHyaTU3UpaHE Ha
JeKapCTBEHAaTa Tepanus, Bb3 OCHOBAa Ha CHEUU(DUYHU HUHAMBUAYyAIHH (AapMAKOKUHETUYHU U

(dbapMakoreHeTUYHU OKa3aTeNn



3.3.  YcBosiBaHEe Ha TCOPETUYHM MMO3HAHMSA U MPAKTUYECKH YMEHHS 32 OLIEHKAa U MOHUTOPHUHI Ha
JeKapcTBeHaTa 0€301MacHOCT

3.4.  YcBosiBaHE Ha TEOPETUYHHU MO3HAHUSA U MPAKTUUYECKHU YMEHUS 32 OLICHKA HA UKOHOMHYECKUTE
acIIeKTU Ha JIeKapCTBEHATa Tepanus U U3rOTBsIHE Ha (PapMaKOUKOHOMHUYECKU aHATIN3U

3.5. VYcBosiBaHe Ha TEOPETHYHHU IO3HAHHMA W TPAKTUYECKM YMEHHS 3a HM3TOTBSIHE Ha JU3aiiH,
IIPOBEXK/IAHE, AHAJIN3 W OLIEHKA Ha PE3yJTAaTH OT KIMHUYHM U3IIUTBAHUS HA JIEKAPCTBEHU IIpeNapaTy
BbB (a3aTa Ha TAXHOTO pa3pabOTBaHE, KAaKTO W Ha PErucTpUpaHd 3a ynorpeba JeKapCTBEHH

npemnaparu, ¢ orjica OrTUMU3HUPAHE HA TAXHATA U3II0JI3BACMOCT

4. OBYYEHHE
4.1. YueOeH miaH (HAMMEeHOBAHWE HA MOIYJIUTE U TAXHATA MPOIbJIKUTETHOCT)
I-Ba roguna:
1. Moayn no papmaxoaorus
2. Mopyn 1o BbTpemHu 00JIecTH:
e Monayn o Hedposorus:
e Moy no racTpOEHTEPOIOTUs
e Moayn no 6enoapo6Hu Oonectu
II-pa roguna:
3. Mopayn o BeTpenIHu 0oIecTu:
e  Moayn no KapauoJaorus
e Moy no eHIOKPUHOJIOTUS
4. Monayn no kKIuHUYHA (apMaKoJIOTHs U Tepanus
III-Ta roauna:
5. Moayn no kiauHUYHA HapMaKoJIOTUs U Tepanus
IV-ta ropuna:

6. Monayn o KIMHUYHA (GapMaKOJIOTHS M TEPATUs

4.1.1. Moaya no ¢papmaxoJsorus: [IpoasmkutenHocT Ha MoayJa: 6 Mecena
4.1.1.1. JlexapcTBeHO JeiicTBUE W JieKapcTBeH edekT. ExcriepuMeHTanHn MeTO/Iu 3a OleHKa Ha
€(eKTUBHOCTTA Ha OMOJIOTMYHO AKTUBHH BEILIECTBA.

[IpoabmxuTenHoct: 3 Mecena



4.1.1.2. ExcriepuMeHTAIHU METOIU 3a OIICHKa Ha Oe30MacHOCTTa Ha OWMOJOTHYHO AaKTUBHU
BEIIIECTBA: OIMPEEIIsTHE Ha OCTPa, TIOJ0CTPa M XPOHHYHA TOKCHYHOCT

[IpoabmxuTenHocT: 3 Mecena

4.1.2. MoayJ no BbTpeinu 6oJiect: [IpoasmkutenHoct Ha Moayia: 12 mecena
4.1.2.1. OueHka 1 ONTUMHU3KpPaHE Ha (hapMaKoTepanusITa npu O0IHU ¢ OBOPEUHH 3200 IIBAaHHS.
[TpoawsmxuTenHocT: 2 Mecena
4.1.2.2. OueHka ¥ ONTUMU3MpaHE Ha papMakoTepanusaTa npu OOJIHHU ¢ YePHOAPOOHH 3a00JI1BaHUS
1 3a00JI1BaHUS HA CTOMAIIIHO YPEBHUS TPAKT
[IpoxpmxuTenHoct: 2 mecena
4.1.2.3. OueHka ¥ oNITUMHU3UPAHE Ha GapMakoTepanusTa mpu O0JIHU ¢ OEIOAPOOHN 3a00JIIBaHUS
[TpoabmxuTenHOCT: 2 Mecena
41.2.4. Onenka U onTUMH3MpaHe Ha ¢apMakoTepanuara Mmpu OOJHU CHC CHPACUYHO-CHAOBH
3a00ssBaHUs
[IpoabmxuTenHocT: 3 Mecena
4.1.2.5. OueHka 1 oNTUMU3UpPaHe Ha GpapMakoTepanusaTa Npu OOJHU C METAOOIUTHO-EHIOKPUHHHI
3a00JIBaHUA

[IpoxpmxuTenHoct: 3 mecena

4.1.3. MoayJ no kiuHu4YHa papmakosorusi u Tepanus: [IpoasmkurenHocT Ha Moayna: 30 Mecera
4.1.3.1. [Inanupane, MpoBeXIaHE, AaHATTU3 U OIIEHKA Ha pe3yNTaTH OT KIMHUYHU MPOYYBaHUS Ha
JeKapcTBa
[Ipoxpmxurennoct: 12 mecena
4.1.3.2. TlpuHiunu 3a mpoBexAaHe Ha panuoHandHa dapmakorepanus. [loxxom Ha C30 3a
MIEPCOHAIIHO JIEKAPCTBO.

[IpoabixuTenHOCT: 2 Mecena

4.1.3.3. MOHHTOPUHT Ha JIeKapCcTBeHAaTa ePEKTUBHOCT U OE30MaCHOCT

[IpoabmxuTenHoCT: 2 Mecena

4.1.3.4. AHann3 Ha WKOHOMHYECKHTE aCHeKTH Ha JIeKapcTBeHAaTa Tepanus W H3rOTBSIHE Ha
(hapMaKOMKOHOMHUYECKH aHAJIN3U

[IpoabmxuTenHOCT: 2 Mecena



4.1.3.5. UnuButyanu3upaHe Ha JeKapCTBEHATa TEPAIns — TEPAIeBTHYECH JIEKapCTBEH MOHUTOPHHT:
(bapMakOKMHETHYEH U (papMaKOTeHETUICH

[IpoabmxuTeTHOCT: 2 Mecena

4.1.3.6. AHanu3 Ha KOHLIEHTPAIMK Ha JIEKAPCTBEHU NMPOJYKTH B OUOJIOTUYHU CpEan
[IpoabixuTenHocT: 2 Mecena

4.1.3.7. Perymanusi Ha JekapcTBeHaTa ymnorpeba. Permcrpamms 3a ymoTpeba Ha JieKapCTBEHH
nponyktu B EC. [Ipunnunu Ha u3rorBsHe Ha OOJHUYHA JIEKAPCTBEHA HOMEHKIIATYPA.
[TpoabmxuTenHOCT: 2 Mecena

4.1.3.8. OnTumMu3npaHe U MHAUBUIyaTU3UpaHe Ha JIEKapCTBEHATa Tepanus Mpu npoodaeMHn 60IHU

[TpoxwsmxuTenHocT: 6 Mecena
4.2. YueOHa mporpama
4.2.1. TeopeTn4yHa 4yacT

4.2.1.1. ®apmaxkoJiorus

4.2.1.1.1. O0uia dbapMaKoIMHAMHUKA

4.2.1.1.1.1. Kypc: JlekapcTBeHO eiicTBUE U JeKapcTBeH eekT. Bumose nekapcTBeHu epexT.
[Mpoabmxutentoct: 2 auu (16 akageMuvHu yaca)

4.2.1.1.1.2. Kypc: PenienitopH# 1 HEpEIIENITOPHI MEXaHU3MH Ha JICKAPCTBEHOTO JCHCTBHUE
[MpoasmwkutenHocT: 2 auu (16 akageMUyHH Yaca)

4.2.1.1.1.3. Kypc: Ilogxonau 3a noka3BaHe Ha (papMaKoJIOTHYHA aKTUBHOCT
Ipoasmwxutentoct: 5 qau (40 akageMuyHH Yaca)

4.2.1.1.2. JlekapcTBEHA TOKCHKOJIOTHS: OLIEHKA HAa TOKCHUYHOCTTA HA OWOJIOTUYHO AKTUBHU

BEIIIECTBA
4.2.1.1.2.1. Kypc: Iloaxoau 3a u3cieBaHe Ha OCTPa TOKCUYHOCT
[MponbmxurtenHoct: 2 quu (16 akageMuyHn yaca)
4.2.1.1.2.2. Kypc: TTogxoau 3a n3ciieiBaHe Ha XpOHUYIHA TOKCHYHOCT

[MpoasmkutenHocT: 2 auu (16 akageMuyHH Jaca)

4.2.1.2. BbTpeuiHu 00j1ecTu

4.2.1.2.1. OcHOBHY Ha TepalusiTa Ipyu HePOIOrNYHHU 3a00IIBAHNS




Kypc: [lmarnoza, nmudepeHnmanHa guarHo3a W Tepamus HA OCTbp U XPOHUYCH
ryioMepynoHepUT U HepONaTUH MPU CUCTEMHHU 3a00JIIBAHUS

[MpoasmkuTenHocT: 1 e (8 akajgeMUYHHU yaca)

Kypc: Hduarnosza, nudepeHuuaiHa Auar€Ho3a U Tepanus Ha HHPEKIuH Ha OwnOpeuuTe u
YpUHAPHHUS TPAKT

[MpoawsmkutenHoct: 1 aen (8 akageMUUHHU yaca)

Kypc: [duarnosza, nudepeHnuanHa IMarHo3a M Tepanmusi Ha OCTpa M XpOHHYHA ObOpeuHa
HEJOCTAThYHOCT

[poawsmxutennoct: 1 e (8 akageMudHu yaca)

Kypc: Jlmarnosa, nudepeHimaina AMarno3a u Tepanus Ha HedpoiuTrasa
[Mpoabmxutennoct: 1 gex (8 akageMuyHu yaca)

4.2.1.2.2. OcHOBHY Ha TepaluiTa IIPU YEPHOIAPOOHU U TaCTPOECHTEPOJIOTHYHY 3200 sIBAaHUS

4.2.1.2.2.1. Kypc: HuarHosa, audepeHIMarHa IuarHo3a W Tepamus Ha 3a00NsBaHUS Ha
racTPOMHTECTUHAIHIS TPAKT: S3BEHA OOJIECT Ha CTOMaxa M JIBaHA/IeCETONPHCTHUKA
[MpoasmkutenHoct: 1 e (8 akageMUYHHU yaca)

4.2.1.2.2.2. Kypc: [luarxosa, nudepeHiuanta JMar1o3a 1 Tepanust Ha 3a00J1s1BaHus. Ha YepHHUS
Ipo0: XemaTUuTH ¥ LUPO3U

[MpoawsmkutenHocT: 1 aen (8 akageMUUHHU yaca)

4.2.1.2.2.3. Kypc: lnarsosa, qudepeHinnaiia TMarno3a u Tepanus Ha 3a00JsIBaHusI Ha ITbYHATA
cucTeMa: XOJIeIUCTUT

[MponbmxurenHoct: 1 aen (8 akageMudHu yaca)

4.2.1.2.2.4. Kypc: Jmarnosa, nudepeHIHamHa TUar€Ho3a W Tepanus Ha 3a00JsABaHUs Ha
MaHKpeaca: MaHKpeaTuT

[MpoasmkutenHoct: 1 ne (8 akageMUYHU yaca)

4.2.1.2.3. OcHOBHY Ha TepamusiTa IIpu 0eaoapoOHu 3a00JIsIBaHUS

4.2.1.2.3.1. Kypc: luarnosza, mudepeHIraia JuardHo3a W Tepanus Ha OCTPU M XPOHHYHH
OpOHXUTH

IMpoasmkutenHoct: 1 aen (8 akageMUYHU yaca)

4.2.1.2.3.2. Kypc: luaraosa, nu¢epeHiuaita 1uarno3a 1 Tepanusi Ha MHEBMOHUH, IPUIOOUTH B
00I11eCTBOTO

[MpoasmkutenHoct: 1 e (8 akageMUYHHU yaca)

4.2.1.2.3.3. Kypc: uarnosa, mudepeHnnaiia AMartos3a u Tepamnusi Ha HO30KOMHUATHU THEBMOHHUH
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[poawsmxutennoct: 1 aeH (8 akageMUUHU yaca)

4.2.1.2.3.4. Kypc: lnarnosa, mudepeHnuania quardosa u repamnus Ha XObb
[MpoasmkuTenHoct: 1 aen (8 akageMUUHU yaca)

4.2.1.2.3.5. Kypc: luarnosa, qudepeHimaiia Juardo3a u Tepanus Ha TyOepKyso3a
[poabmxutennoct: 1 e (8 akageMudHu yaca)

4.2.1.2.4. OcHOBH Ha TepanusiTa IPU CbPACYHOCHIOBH 3a00JIsIBaHUS

4.2.1.2.4.1. Kypc: lnarnosa, nudepeHnyaita Juarno3a u Tepanus Ha eCeHIIMaTHa XUIICPTOHUS
[poxbmxurennoct: 2 nau (16 akagemMuyHu yaca)

4.2.1.2.4.2. Kypc: Jlnarnosa, audepeHnnanHa AdarHo3a M Tepanus Ha HCXeMH4YHa OojecT Ha
CBPIIETO

[Mpoabmxutennoct: 1 gex (8 akageMuyHu yaca)

4.2.1.2.4.3. Kypc: [lunarnosza, nudepeHuanHa JuarfHosa ¥ Tepamnus Ha 3acTOWHA ChpAeyHA
HEI0CTaThUHOCT

[MpoawsmkutenHoct: 1 aen (8 akageMUUHHU yaca)

4.2.1.2.4.4. Kypc: lnarnosa, nudepeHnyaita Juarno3a v Tepamnus Ha HapyIIeHUs Ha ChPACUYHUS
PUTHEM

[poabmxutennoct: 1 aeH (8 akageMuuHu yaca)

4.2.1.2.5. OcHOBH Ha TepanusTa P MeTA00IUTHOSHIOKPUHHM 3a00JIsIBAaHUS

4.2.1.2.5.1. Kypc: lnaraosa, qudepeHnnarHa Iuaro3a 1 Tepanisi Ha MeTaOOJIUTEeH CHHAPOM H
JTUCITUIHIEMUH

[poabmxurennoct: 2 aau (16 akagemMuyHu Yaca)

4.2.1.2.5.2. Kypc: luarnosa, qudepeHiuaiia Juardo3a U Tepanus Ha 3axapeH auader
[Mpoabmxutentoct: 2 auu (16 akageMuvHu yaca)

4.2.1.25.3. Kypc: [luarHosza, audepeHIMaTHa JWArHo3a M Tepanus Ha 3a00JsiBaHUS Ha
IIMTOBH/IHATA KJIE3a U MAPALTUTOBUIHUTE KIIE3U

Ipoasmxutennoct: 1 e (8 akajgeMUUHU yaca)

4.2.1.2.5.4. Kypc: Jlmaraosa, mudepeHIMaTHa TUar€Ho3a W Tepanus Ha 3a00JsIBaHUS Ha
XUTIOTAJIaMO-XUTNo(PU30-HaA0BOpedYHaTa 0c

[MponbmxurenHoct: 1 aen (8 akageMudHu yaca)

4.2.1.2.5.5. Kypc: lnarnosa, nudepeHnnanta quardo3a v Tepanus Ha 3a00J11BaHus HAa TOHATHUTE
KIle3n

[MpoabmkuTenHoct: 1 aeH (8 akageMHyHH Yaca)



4.2.1.3. KimnnyHa (papMaKoJIOTusi U Tepanusi

4.2.1.3.1. Cemunap: HopMaTuBHU M €TUYHW M3UCKBAHUS MPHU IUIAHUPAHE W MPOBEXKIaHE Ha
KJIMHUYHH IPOYYBaHUs Ha JiekapcTBa. JloOpa kiuanyHa npaktuka (JIKIT).
[poawsmxutennoct: 5 qau (40 akagemMuyHu Yaca)

4.2.1.3.2. Cemunap: Ilogxonu 3a TiaHMpaHe W OPraHU3WpPaHE HA KIIMHUYHU TPOYYBAHUS HA
JekapcTBa. Bujose nu3aitH Ha KITMHUYHY POYyYBaHUs. MeTO 1 3a OrpaHHYaBaHe Ha ,,BHHITHH
BIUSHUS: TU1anie00, panaoMu3anus, crpatudukanms, 3acnenssane. [logdop Ha yyacTHULIUTE
— KPUTEPHUH 32 BKIIIOUBAHE U U3KIIOYBAHE.

[MpoasmkutenHocT: 2 auu (16 akageMUIHH Yaca)

4.2.1.3.3. Cemunap: buocrarucTruyecku moaXoau MPH IJIaHUPAHE W OLIGHKAa Ha Pe3yJITaTh OT
KIMHUYHU Tpoy4yBaHUs. TecToBe 3a OIEHKa Ha CTaTUCTHYecKa 3HauyumocT. OmnpejaensHe Ha
HeoOxoquMm Opoii  yuactHuiu. J[ledbunupane Ha HyneBa xwumote3a. OnpenensHe Ha
JIOBEPHUTEITHA UHTEPBAJIH.

[MpoasmkuTenHocT: 5 nuu (40 akageMUIHH Yaca)

4.2.1.3.4. Cemunap: KiuHuunu npoy4BaHMs 3a OMOHAJMYHOCT U OMOEKBHUBAJEHTHOCT —
nedUHUPaHe U U3YKCIIIBAHE HA ITBPBUYHY, BTOPUYHU U JOMTBIHUTEIHU TAPTCTHU MTApaMETPU
[MpoasmkutenHocT: 5 nuu (40 akageMUIHN Yaca)

4.2.1.3.5. Cemunap: KiauHWYHHM TIpoy4BaHHs 3a OMOEKBHBAJICHTHOCT — BHJOBE: CpEJIHA,
TIOITyJIAI[MOHHA Y WHAMBHyaj Ha OMOCKBUBAJIICHTHOCT. J[M3aiiH Ha KIIMHUYHU MPOYYBAHUS 32
OMOEKBUBAJIEHTHOCT MPH JIEKapcTBa ¢ ObP30 0CBOOOXK1aBaHE.

Ipoasmwxutentoct: 5 qau (40 akageMuyHH Yaca)

4.2.1.3.6. Cemunap: KnuHn4HM npoyduBaHus 3a OMOCKBUBAJICHTHOCT: IW3aliH HA MIPOYYBAHHSI
3a OMOCKBUBAJICHTHOCT MpPH JIEKAPCTBA C MOTUPUIIMPAHO OCBOOOXKIAaBaHE M JIEKAPCTBA C
rojsiMa BapuaOUITHOCT

Ipoasmwxutentoct: 5 qau (40 akageMuyHH Yaca)

4.2.1.3.7. Cemunap: ®a3u Ha JieKapCcTBEHOTO jeiicTBHe. DapMaKOKHHETHIHH KPUTEPHH 32
OllcHKa Ha e(UKacHOCTTa OT JIeKapCTBeHara Tepamus. J[0303aBUCHMa M J1030-HE3aBUCHMA
dbapMaKOKMHETHKA.

Ipoabmwxutennoct: 2 auu (16 akageMuyH yaca)

4.2.1.3.8. Cemunap: OmpenensiHe KOHIICHTPAIIMUTE Ha JICKAPCTBA B OHOJIOTHYHH CPEIH.

MCTOI[I/I, OCO6CHOCTI/I, HOPMAaTUBHU U3HNCKBAHUS



[poxbmxutennoct: 5 qau (40 akageMuyHu Yaca)
4.2.1.3.9. Cemunap: dapmakorepanusi, OCHOBaBaIa ce Ha jaokaszarenctBa (Evidence based
therapy): kputepun 3a nokaszaresnicTBo. CTENICHN Ha JT0KA3aTEICTBEHOCT U MPEMOPBYUTEIIHOCT.
[IpunoxxeHue B KIMHUYHATA IPAKTHKA.
[Mponbmxurtennoct: 1 nen (8 akagemMuynu yaca)
4.2.1.3.10. Cemunap: Knunnuna ¢apmakomuHamuka. CyporaTd W KpailHH IMOKa3aTeld 3a
edexra. Kputepun 3a ehekTHBHOCT M e(pUKaCHOCT Ha JISKapCTBEHOTO JeiicTBUEe. Moenupane
Ha 3aBrcuMOcCTTa o3a/edekT. [Ipuunnu 3a HeehEeKTUBHOCT Ha TepaIusTa.
[Mponbmxurtennoct: 1 nen (8 akagemMudnu yaca)
4.2.1.3.11. Cemunap: Knunmuna QapmakoreHeTnka, QpapMakOreHOMUKa. 3HAYeHHE 3a
KJIMHUYHATA TPAKTUKA.
[poawsmxurennoct: 2 nau (16 akagemMuyHu yaca)
4.2.1.3.12. Cemunap: JlekapcTBeHa Oe3omacHOCT. HexenmaHu peakuuu KbM JIeKapcTBaTa:
OTIpeNleJICHNe, BHUJOBE. 3HAUCHHE 3a KIMHWYHATA TpakTuka. DapMaKoeTHIEMHOIOTHS —
CBITHOCT, BHJIOBE (PapMaKOCTIUACMHUOIOTHYHU TPOYYBAHUS: IMPEIAMCTBA W HEHAOCTATBIIH.
OmnpezensHe Ha CbOTHOILIEHUETO I0J13a/PHUCK.
[poabmxutennoct: 2 auu (16 akagemMuyHu yaca)
4.2.1.3.13. Cemunap: ®axTopu, MOIUPHUIUPAIIH IEHCTBUETO HA JIeKapCcTBaTa. BiusHue Ha:

- OoJecTeH mporec

- XpaHUTEIEH PEKUM

- ynorpeba Ha TIOTIOH U aJTKOXOJI

- JIeTCKa BB3pacT

- crapyecka Bb3pacT

- OpEeMEHHOCT M JIaKTaIus
[poawsmxutennoct: 2 aau (16 akagemMuyHu yaca)
4.2.1.3.14. Cemunap: ®apmakonkoHomuka. [logxoau mpw IUIaHUpaHEe W TMPOBEKIAHE HA
(apMaKOMKOHOMHYECKH TpOoy4YBaHWs. BumoBe (papMakOMKOHOMHUYECKH TPOYYBAHUS:
CTOMHOCT/CHI)KEHHE, CTOMHOCT/€()EKTUBHOCT, CTOMHOCT/TION3a, CTOMHOCT/TIONE3HOCT.
[poabmxurennoct: 5 qau (40 akageMuyHH Yaca)
4.2.1.3.15. Ecennuannau nekapctBa. CTparerus Ha OOJHUYHUTE 3aBEJCHUS 3a Ch3/IaBaHE Ha
JIeKapCTBEHA OOJTHUYHA HOMEHKJIATYpa.

[MpoabmxuTenHoct: 5 auu (40 akageMUYHN yaca)



4.2.1.3.16. Cemunap: KimnukodapmMakoJOrHUHU MOIXOAM TPU TEpanus Ha ECEHIUalIHA
XHUIIEPTOHHUS

[MpoasmkutenHocT: 2 auu (16 akageMUIHH Yaca)

4.2.1.3.17. Cemunap: KnuaukogpapMakoIOrnyHU MOAXO0H IPU TEpanusl Ha UCXeMHUYHa 6oj1ecT
Ha ChPLETO

[MpoawsmkutenHoct: 1 aen (8 akageMUUHHU yaca)

4.2.1.3.18. Cemunap: KinHuKOpapMaKOJIOTHYHM TIOAXOAU TPU TEpanus Ha 3acTOWHA
Chbp/ieYHa HEAOCTATHYHOCT

[poawsmxutennoct: 1 e (8 akageMudHu yaca)

4.2.1.3.19. Cemunap: KinuHHKO(MapMaKOJIOTHYHH TOIXOAW NpPU Tepanuss Ha XPOHUYHA
obcTpykTHBHA OenoapoOHa Gosect

[MponbmxurenHoct: 1 nen (8 akageMuuHu yaca)

4.2.1.3.20. Cemunap: KnuankodapMakoIOTHYHN MOIXOAM MIPH TEpaIus Ha si3BeHa O0JecT Ha
cTOMaxa M JIBaHa/IeCETONPhCTHUKA

[MpoasmkutenHoct: 1 e (8 akageMUYHHU yaca)

4.2.1.3.21. Cemunap: KnuHukogpapMakoJIOrH4HU MOAXOIU P TEparus Ha 3axapeH nuader
[poawsmxutentoct: 2 auu (16 akagemMuyHu yaca)

4.2.1.3.22. Cemunap: KnuHUKOpapMaKOIOTUYHN TOAXOTU TPH TEpamus Ha MeTa0OJIHTEH
CHUHIIPOM H JUCITUITHIEMHA

[MpoasmkutenHocT: 2 auu (16 akageMUIHH Yaca)

4.2.1.3.23. Cemunap: KianHukopapMakoJIOTHYHU MOAXOAM MPHU Tepanus Ha UHQEKIHMO3HU
3a00JsIBaHMSI HA OTAETUTEIHATA CHCTEMA

[MpoawsmkutenHocT: 1 aen (8 akageMUUHHU yaca)

4.2.1.3.24. Cemunap: KnuaukodapMakoJIOrduyHH TOAXOAM TPH Tepanus Ha WH(EKIINO3HH
3a0omnsBaHus Ha Oenus Apo0 1 OpoHXHUTE

Ipoasmxutentoct: 2 auu (16 akageMuyHu yaca)

4.2.1.3.25. Cemunap: KinuaukohapMakoJIOTHYHH TIOAXOMWM TPH  TPOBEXKIAHE HA
AHTUMUKPOOHA XMPYpPIrUYHa NPOPUIAKTHKA

[poabmxurtennoct: 2 aau (16 akageMuyHu Yaca)

4.2.1.3.26. Cemunap: KnnankohapMakoIOTHYHN TTOAXO/IU TP TEparus Ha OOJIKOB CHHAPOM

[MpoasmkutenHoct: 1 e (8 akageMUYHHU yaca)
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4.2.2.

IpakTnyecka yacr
4.2.2.1. ®apmaxkosorus
4.2.2.1.1. EKcnepruMeHTAIHH TTOIX0/IU 32 TOKa3BaHe Ha (hapMaKOJOTUYHA aKTUBHOCT:
- icuxo(apMakoIOruuyHa aKTUBHOCT
- aHTUTIAPKUHCOHOBA ¥ MPOTUBOTI'bPYOBA AKTUBHOCT
- aHTUEKCYaTHBHA U aHTHIIPOJU(epaTHBHA AKTHBHOCT
- XOJMHOMHUMETHYHA U XOJIMHOJIMTHYHA aKTHBHOCT
- aJpCHOMUMETHYHA U a[PCHOJIUTUYHA AKTUBHOCT
- BIIMSIHUE BBPXY BETETATHBHUTE FAHTIINU U HEPBHO-MYCKYIIHO MPEIaBaHe
- aHTHAPUTMHAYHA M aHTHUAHTUHO3HA aKTUBHOCT
- AaHTUXMIICPTCH3UBHA AaKTUBHOCT
- TUypeTUYHA AKTUBHOCT
- aHTUYJIKYCHA aKTUBHOCT
- CIIa3MOJIUTHYHA U CITa3MOT'€HHA aKTHBHOCT BBPXY U30JUPAHH IIIaJKOMYCKYJIHH OpraH# in Vitro
4.2.2.1.2. EkciepuMeHTAJIHUA TTOJIXO/IM 32 OIlEHKAa Ha TOKCUYHOCTTA Ha OMOJIOTHYHO- aKTUBHUTE
BEIIIECTBA:
- OCTpa TOKCUYIHOCT

- XpOHHYHAa TOKCHUYHOCT

4.2.2.2. BbTpeumiHu 60J1ecTu

4.2.2.2.1. Tepanus Ha He(HPOIOTUYHH 3a00ISIBAHUS

- OCTBp U XpOHUYEH TJIOMEPYIOHEPPUT U HEPPOTIATUH NPH CUCTEMHH 3a00JISIBaHUS

- Undexnun Ha 660penyte U ypuHapHUs TPaKT

- OcTpa 1 XpoHUYHa ObOPEYHA HEAOCTATHUHOCT

- Hedponurunasza

4.2.2.2.2. Tepanus Ha raCTPOCHTEPOJIOTHYHHU M YEPHOIPOOHHU 3a00IIIBaHUS:

- 3a0onsBaHWsl HA TAacCTPOMHTECTUHAIHHS  TpakKT: s3BeHa OOJecT Ha CcroMaxa |
JIBaHAJIECETONPBCTHUKA

- 3a0omnsiBaHMs HA YEpHUS APOO: XENAaTUTH U IUPO3U

- 3a0onsiBaHUS HA AIJIBYHATA CUCTEMA: XOJICLUCTUT

- 3a00s1BaHMs HA ITAHKpeaca: MaHKPeaTUuT

4.2.2.2.3. Tepanus Ha 6enoapoOHU 3a00IBaHUSA:
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- OCTpu ¥ XpOHUYHH OPOHXUTH

- [THeBMOHUY, TPUAOOUTH B OOIIECTBOTO

- Ho3okomMuaiHu mHeBMOHUT

- XObb

- TybGepkyno3za

4.2.2.2.4. Tepanus Ha ChPIICYHOCHIOBU 3a00IISIBAHUS:

- Ecennmanna xunepToHus

- UcxemuuHa 60secT Ha ChPIETO

- 3acToifHa Chp/eYHA HEJAOCTATHUHOCT

- Hapymenus Ha chpIeqHHs] pUTHM

4.2.2.2.5. Tepanus Ha MeTaOOJIMTHOCHIOKPUHHH 3a00JISIBAHUS
- MeTaboauTeH CUHAPOM U TUCTUITUIEMUN

- 3axapeH nuaber

- 3a0osisiBaHUs HA IMIMTOBUIHATA JKJI€3a U MAPAIUTOBUIHHUTE JKIIE3U
- 3aboJisIBaHUs HA XUIIOTAJTIaMO-XUITO(DHU30-HaI0BOpeUHaTa 0C

- 3a0oasBaHus HA TOHAJHUTC XKIIC3U

4.2.2.3. KimHu4Ha (papMaKo/I0Tus U Tepanus
4.2.2.3.1. Tlonxonx wa C30 3a u3bop Ha mepcoHamHo sekapctBo (P-drug). Orenka Ha
CHOTHOIICHUETO MoJ3a/puck. HIUBHIyanu3upaHe Ha TepanusTa.
4.2.2.3.2. HopMaTUBHM ¥ €THUYHHU AaCHEKTH NpPU IUIAHHpPAHE U IPOBEXKJAaHE HA KIMHUYHU
npoyuBanus. JloOpa kinmHM4YHa mnpakThka. MHopMupano ceriacme u uHpopmamms 3a
YYACTHUIIM B KIMHUYHU TIPOYYBAHHUS.
4.2.2.3.3. TlpoBexnaHe Ha CKPUHUHTOBH W3CJICJABAHUSA HA YYAaCTHUIM B KIMHUYHH
NPOYYBaHHUSL:
- lepuHrpane u olleHKa Ha KPUTEPUH 3a BKIIOYBAHE M U3KIIOUYBAHE B KITMHUYHO MPOYYBaHE
- 3uncnsBane Ha uHaeKca Ha TenecHara maca (UTM)
-IlpoBexknane Ha TecToBe 3a ymoTpeba Ha HAPKOTHUIM; AJIKOXOJ; TIOTIOHOIYIICHE |
OpeMeHHOCT
- I3MepBaHe Ha BUTAIIHU [TOKA3aTENH

- [TpoBexnane u pazuntane Ha pesyiratu oT EKI u3cnensane
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- 3uncnsBane Ha KiIMpbHCAa Ha KpeatuHuHA: o Gopmynure Ha Cocroft-Gault u MDRD,
KaKTO W TIOCPEJICTBOM KOJMIECTBEH METO/]
- OnpenensHe ctaaus Ha yepHoapoOHa upo3a mo Child-Pugh
- OyHKIMOHAJIHO M3ciieiBaHe Ha OenoapoOHaTa (yHKIHMS, TOCPEACTBOM IPOBEXKIAHE Ha
CIIUPOMETPUYHH TECTOBE
4.2.2.3.4. Tlonxomu 3a nMu3ailHUpaHe Ha KIMHWUYHU MPOYYBaHMS (HA JIEKApCTBA C OBP30 H C
MOTU(PUIIMPAHO OCBOOOKIaBaHEe, KAKTO U HA JICKApCTBA C BUCOK BapHAOMIIUTET):
- 300p Ha: au3aiin; 6poii U BUJ yYaCTHUILIH
- 300p Ha pedepeHTeH JiIekapcTBEH MPOILYKT
- Pangomusupane, crparuduimpane W 3aciensBaHe HAa YYACTHUIMTE B KIMHUYHU
POYYBaHHUS
- [lonxoau 3a cTaHgapTU3MPaHE HA YCIOBUATA 110 BpEME Ha KJIMHUYHU IPOYYBAHUS
4.2.2.3.5. ®apMakOKHMHETUYHU AaCMEKTH TpH KIMHUYHU TPOyYBAHMS Ha JIEKapCTBa.
Jedunupane, U34uCIsABaHE W OICHKA HAa MPUIEIHUTE (HapMaKOKWHETHYHH TapaMeTpH IpU
NpOyYBaHHS 32 OMOHAJMYHOCT M OMOEKBHBAJICHTHOCT. [locTposiBaHe Ha (papMaKOKHHETHYHA
KpHUBa.
4.2.2.3.6. ®apMakoAMHAMUYHU aCIIEKTH NPY KIMHUYHY MTpoyuyBaHus. M300p Ha mokaszarenu 3a
oreHKa Ha eexra (CyporaTv, KpaHH! MMOKa3aTeIn).
4.2.2.3.7. CTaTHCTUYECKN aCTeKTH Ha KIMHWUYHU Npoy4BaHus. M3dmcisBaHe Ha HEOOXOIUM
Opo¥i y4acTHHIIM PH KJIMHUYHH TipoyuBaHus. JlepuHupane Ha HyJieBa XHITOTE3a, ajda- 1 6era
rpellika v cuja Ha cTaTUcTH4eckus TecT. M3uncnenue Ha 90% u 95% noBepuTeHU HHTEPBAIH.
4.2.2.3.8. Metoau 3a ompeneisHe Ha KOHIICHTPAIMM Ha JICKApCTBa B OMOJOTHYHU CPENIU:
BUIOBE, HOPMAaTHBHH M3MCKBaHUs. [lonxoau 3a BamuIupaHe Ha aHATUTHYHUTE METO/IH.
4.2.2.3.9. NzrotesiHe Ha NPOEKT 3a KIMHUYHO HW3MWTBAaHE 3a OlIEHKAa Ha OMOHAIMYHOCT H
OMOEKBUBAJIEHTHOCT HA JIEKAPCTBEHU MPOIYKTH, BKI. H3CJIEIOBATENICKU (ailll, MPOTOKOI,
KIIMHUYHA KapTa Ha nmanueHTa u Gpopma 3a nHGOpPMHUPAHO ChIIIACHE.
4.2.2.3.10. UM3roTBsHe HAa TPOCKT HA 3aKIIOYHUTEICH JOKIAJ OT IPOBEIACHO KIMHUIHO
NPOYyYBaHE 32 OlEHKa Ha OMOHAIMYHOCT U OMOCKBUBAJICHTHOCT Ha JIEKAPCTBEHH MPOIYKTH.
4.2.2.3.11. Yupasienue Ha JiekapcTBEHATa Teparnus B 3aBUCMOCT OT U3MEPEHU KOHIIEHTPALUN
Ha JIEKapCTBA B OMOJIOTHYHU TEYHOCTH — TEPANIEBTHYECH JIEKAPCTBEH MOHUTOPHUHT.
4.2.2.3.12. [InanupaHe u OIleHKa Ha PE3yATaTH OT apMaKOeUIEMUOJIOTHIHH MPOYYBAHUS 32

OnpeaAcIsIHC pUCKA OT II0dBa HaA HCXKCIAHW JICKAPCTBCHU PCaKIUU: HN3YUCIIBAHEC Ha
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4.3.
4.3.1.

HOKa3aTenuTe abCOIOTEH PUCK, OTHOCUTENCH puck, 0dd’s ratio u HeoOxoum OpoH 3a eueHre
(NNT).

4.2.2.3.13. Tlmanupane ¥ TIpPOBEXJaHe Ha (PApPMAKOMKOHOMHYECKH aHalW3W. Bumose
(apMaKOMKOHOMUYECKH aHaJIN3U: CTOMHOCT/CHUXKECHHUE, CTOMHOCT/€(EKTUBHOCT,
CTOWHOCT/TIOJIE3HOCT M CTOMHOCT/MoN3a. Bumose pasxoau. [logxoau 3a olieHKa Ka4eCTBOTO Ha
KHUBOT.

4.2.2.3.14. Perymanus Ha JiekapcTBeHaTa ymoTpeba. I[lomxomm 3a peructpupane Ha
JIeKapCTBEHU MPOIYKTH 3a ynoTpeda B ctpanute oT EC. Ilpunnunu Ha u3rorssHe Ha GOJTHUYHA
JIeKapCTBeHa HOMEHKJIATypa.

4.2.2.3.15. Kiuauko(apMakoJIOTHYHU TIOAXOAM TPU TPOBEXKJAAHE HA palHMOHAIHA
dbapmakoTepanus mpu HeYPOJOTUIHHN 3a00JSIBAHUS

4.2.2.3.16. KinunukodapmMakoJOrMyHu MOAXOAM IMpPU NPOBEKIAHE HaA palMoHalHa
(bapmakoTepanus Ipu TaCTPOSHTEPOJIOTUYHN U YEPHOIPOOHU 3200 IsIBAaHUS

4.2.2.3.17. KimuaukodapMakoJIOTHYHU TIOAXOAM TP TPOBEXKJIAHE HA palMOHAIHA
bapmakoTepanus Ha OPOHXOITYJIMOHATHH 3200 IsIBAaHHS

4.2.2.3.18. KinunukodapmMakoJOruyHu MOAXOAM IMPU NPOBEKJAHE Ha palMoHalHa
dapmakoTepanus Mpu CbPACYHOCHIOBH 3a00IsIBAHUS

4.2.2.3.19. KiuanukodapMakoJIOTHYHU TIOAXOAM TPU TPOBEXKJTAHE HA palHMOHAIHA

dbapmakoTepanus Mpu METaOOTUTHOCHIOKPUHHM 3200 IIBaHHS

3aabJKUTETHH KOJIOKBUYMH H CPOKOBe 32 M0JIaraHeTO UM

dapMakoJIorus

4.3.1.1. ®apmakosiorn4Ho JeiicTBue U (papmakonoruueH epext. ExcriepuMeHTa I oaX011
3a JJ0Ka3BaHe Ha (papMaKoJIOrMyHa akKTUBHOCT — 3 Mecella CJIe]] Ha4aJoTo Ha MOAYJIa

4.3.1.2. ExciepuMeHTaIHH TOAXO0/IU 33 OLEHKA HAa TOKCHYHOCTTa Ha OMOJIOTMYHO-aKTHBHUTE

BEIIECTBA — 3 Mecela Clie/l IbPBUS KOJIOKBUYM

4.3.2. BbTpeuinu 6oJiecTu

4.3.2.1. Panonanna ¢apMakoTepanus Ha HeQpOJOTHYHUTE 3a00yIABaHUS —2 Mecela Clel
HAyYaJI0TO Ha MOJyJia
4.3.2.2. PanuonanHa ¢apmakoTepanus Ha TaCTPOCHTEPOJIOTHYHUTE W YEPHOIPOOHU

3a00/19BaHMs — 2 Mecela CJIeq IbPBUA KOJIOKBUYM
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4.3.3.

4.3.2.3. PanonanHa Qapmaxorepanuss Ha OenoapoOHuTEe 3a00isiBaHUS — 2 Mecela Clief
BTOPHSI KOJIOKBHYM
4.3.2.4. PartmonasiHa apMakoTepanus Ha ChbPACYHO-ChAOBUTE 3a00JSIBAHUS — 3 MECeIa Cle/
TPETHUS KOJIOKBUYM
4.3.2.5. Panmonanna Qapmakorepanusi Ha MeTaOOJUTHOCHIOKPUHHHUTE 3abosisiBaHus — 3

Mecena ClIeq YCTBbPTUA KOJIOKBUYM

Kaunnyna ¢apmakosiorus 1 Tepanus

4.3.3.1. HopMaTHBHM ¥ €TUYHM W3UCKBAHUS IPH IUIAHUPAHE M MPOBEXKIAHE HA KIMHUYHU
U3NUTBaHMs Ha JiekapcTBa. [exnapanus ot Xensunky, Jloopa Kinunnuna Ilpakrtuka (JIKIT).
[Tonxoau 3a orpaHuyaBaHe BIIMSHUETO HAa BBHIIHM (AKTOPU MpH IUIAHUPAHETO U
NPOBEXJAHETO HAa KIMHUYHU POYyYBaHUS — 3 Mecella ciie]l 3all0YBaHe Ha MOJ1yJia

4.3.3.2. CTaTUCTUYECKH acMeKTU IMPH IUIAHUpAaHE Ha KIMHUYHHU M3MUTBAHUS HA JICKApCTBA.
Jedbunnpane Ha HyJI€BU U aJITEPHATUBHU XUIOTE3U. Alpa m OeTa- rpemka, cuia Ha TECTa,
JOBEpUTEIHU uHTepBanu. OmnpezaensHe Ha HeoOXoauM Opol ydyaCTHHIM B KJIMHUYHHU
U3IUTBaHUA — 3 Mecela cie]l MbPBHsI KOJIOKBUYM

4.3.3.3. KiuuHu4YHM TpoyuyBaHHs 3a OHOHAIMYHOCT ¥ OMOEKBHBAJICHTHOCT: BHJIOBE,
ocobeHoctu. ['eHepruHN 1 OMOTIOO0HHM JIEKapCTBa — 3 Mecela ciie/l BTOPHS KOJIOKBHYM
4.3.3.4. KnuHUYHY TIPpOYyYBaHMS 33 TEpaneBTHYHA CHIIOCTABUMOCT: BHJIOBE, OCOOCHOCTH — 3
Mecella cliell TPETUS! KOJIOKBHYM

4.3.3.5. Knuan4HM U3MUTBaHUS Ha JeKapcTBa: (pas3u, 1enu, 0ocoOeHOCTH, BUOBE TU3aiiH — 3
Mecella Cliel YeTBbPTHUS KOJIOKBUYM

4.3.3.6. XuMHUECKHY aHAIIN3 Ha KOHIIEHTPAIMH Ha JIEKaPCTBa B OMOJIOTUYHN TEYHOCTH B CPEJIH.
TepaneBTHYeH JEKapCTBEH MOHHMTOPUHI: (papMakOoKMHETHYEH | (papMakoJUHAMUYEH.
W3roTBsiHe Ha MHIMBUAYAIHHU JI030BH PEKUMH — 3 MEcela ciiel HeTHsl KOJIOKBUYM

4.3.3.7. bonecTHusT Tmpouec, Karo ¢akTop, MNpoMeHSm (apMaKOKWHETHYHATA U
dapMakoMHAMIYHA XapaKTepPHCTHKAa Ha JekapcTBaTa. Kpurepum 3a OIGHKa Ha
e(eKTUBHOCTTa M 0€30MacCHOCTTa Ha JIeKapcTBeHaTa Tepanus. PU3HOJIOrMYHHM (HaKTOpH,
MPOMEHSIIH JeHCTBUETO Ha JieKapcTBaTa — 3 Mecela Cie]l IeCTHs KOJIOKBUYM

4.3.3.8. @apmakoenuaeMuonorus. Hexenanu peakuud W CTpaHUYHU JICWCTBUS Ha

nexapcTBata. MOHUTOPUHI Ha JieKapcTBeHaTa Oe3omacHOCT. KadecTBeHM M KOJIMYECTBEHU
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11
12
13
14

MOJIXO/IM 32 OIIEHKA CTETNICHTa Ha PUCKA OT MOsBaTa Ha HeXEJIAHUTE PEaKIIMU KbM JIEKapCcTBaTa
— 3 Mecena cies ceAMUst KOJIOKBUYM

4.3.3.9. ®apmMakOMKOHOMHKA: BHJIOBE (PapMaKOMKOHOMHUYECKH MpoyuBaHus. [lomxomu mpu
IUIAHUPaHE M MPOBEX/IaHe Ha (PapMaKOMKOHOMHUECKU TpoyuBaHus. OIEHKa KauyeCTBOTO Ha
KHUBOT — 3 MECella ClIe] OCMHS KOJIOKBUYM

4.3.3.10. JlekapcTBeHna perynarus. boaHIUYHA TeKapcTBeHA OJTUTHKA. M3roTBsSHE U
yIpaBJIeHUuEe Ha OOJTHUYHHU JICKAPCTBEHU JINCTH. MOHUTOPHHT Ha JIEKapCTBEHATa yIoTpeoa.
[Tporenypu 1o peructpaius 3a ynorpeda Ha JiekapctBenu npoayktu B EC — 3 mecena ciien

JACBCTUA KOJIOKBUYM

KOHCIIEKT 3A IbPKABEH U3IIUT 3A CIIEIUAJTHOCT

Bbnpocu ot moaya ®@apMakoJiorus

JlexapcTBeHO AeiicTBHE U JIEKapCTBEH e€(eKT

PenentopHu v HEpeLENTOPHU MEXaHU3MHU Ha JIEKAPCTBEHOTO JeiicTBHE

ExcniepuMeHTanHU METOJM 3a M3cie/lBaHe Ha MCHUXO0(apMaKOoJIOTWYHA, aHTUIAPKUHCOHOBA U

MMPOTUBOI'bPYOBA AKTUBHOCT HaA OHOJIOTNYHO aKTUBHHU BCIICCTBA

. EKCHCpI/IMeHTaJ'IHI/I MCTOAHN 3a MU3CJICABAHC HA XOJIUMHEPIrhUiHaA U aJpCHCPruiHa aKTUBHOCT Ha

OMOJOrMYHO aKTHBHHU BCIICCTBA

EKCHepI/IMeHTaJ'IHI/I MCTOOHN 3a HU3CJICABAHC Ha AHTUAPpHUTMHUYHA, AHTHAHI'MHO3Ha,
AHTUXUIICPTCH3UBHA U TUYPCTUYIHA AKTUBHOCT HA OHOJIOTUYHO aKTHBHU BCIICCTBA

OIICHKa Ha TOKCUYHOCTTA Ha OHMOJIOTUYHO-aKTUBHU BCIICCTBA — CKCIICPUMCHTAJIHU METOIHN 3a

OIICHKAa Ha 0CTpa, IoaA0CTpa U XpPOHUYIHA TOKCUYHOCT

Bbnpocu or Moy Berpemnu 0osectu

Jlnarsosa u parnoHajiHa Teparnus Ha ypouH()EeKInu

JluarHosa ¥ paiiMoHajHa Tepanus Ha [JIoMepyIoHeDPUTH

Juarnosa u panmonanHa tepanus Ha XObb

. [lnarxosa u paiyioHaiHa Tepanus Ha MHEBMOHUH, TPUIO00UTH B OOIIECTBOTO

. JluarHosa u panioHajHa Tepanusi Ha HO30KOMHaJIHU [THEBMOHUU

. JluarxHosa u paryioHajHa Tepanus Ha eceHIMaIHa XUIIEPTOHUS

. Jlnarsosa u panroHajgHa Tepanus Ha XpOHUYHA 3aCTOMHA Chp/eUHa HEJJOCTAThYHOCT

. Jnarxosa u panuonanHa tepanust Ha UbC
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15.
16.
17.
18.

19.

20.

21.

22.
23.

24,

25.

26.

217.

28.

29.

30.

31.

32.

Jlnarsosa u panMoHaaHa Tepalys Ha XEMaTUTU U LUPO3U
Jluarxosa u palyoHallHa Tepanus Ha A3BEHa O0JIECT Ha CTOMaxa U JIBaHa1eCETONPhCTHUKA
JlnarHos3a u panoHaiHa Tepanus Ha JUCIHAIIAIECMUN

I[I/Ial"H03a " palluOHaJIHa TCpallnsd Ha 3aXapCH ,Z[I/Ia6eT - 2-pI/I THII

Bounpocu ot moays Kiimanuna papmaxoJsiorust

HopmaTuBHU M €TUYHM U3UCKBAHUS IIPU IUIAHUPAHE U IIPOBEKIAHE HA KIIMHUYHU U3IIUTBAHUS
Ha jiekapctBa. Jeknapanus ot Xemsunku. Jloopa Kinunnana [pakruka (AKIT).
CraTucTMueckd aclekTH NpHU IUIAHUPAHE Ha KIMHWUYHU H3MNMTBAHMS Ha JIEKapCTBa.
Hedunupane Ha xunotesu, anda u 6eTa- rpemka, cuia Ha Tecta. OnpenesnsHe Ha JOBEPUTEIIHA
WHTEPBAJIH.

IMonxoau 3a orpaHuyaBaHe BJMSHUETO Ha BBHIIHM (AKTOpU MpU IJIAHUPAHETO H
NPOBEXKJAHETO Ha KIMHWUYHM TPOYYBaHUS. Iutanebo, 3aciernsiBaHe, paHIOMHU3AIMS,
cTpartudukanus. Bunose nu3ailH Ha KIMHUYHU U3MUTBAHUS.

Jv3alin Ha KIMHUYHU npoy4Banus ot da3za — I.

broexkBUBaJIEHTHOCT M TepalneBTUYHA EKBUBAJICHTHOCT Ha JIEKapcTBaTa. Bugose npoyuBanus
3a OMOEKBMBAJIEHTHOCT Ha JIEKapcTBaTa: CpelHa, IIONYJAlMOHHA M HWHAMBHUAyaJlHA
OMOEKBUBAJIEHTHOCT.

[TpunienHu mapameTpu Mpu Mpoy4BaHUs 32 OMOEKBUBAJIEHTHOCT: BUJOBE, 3HAYCHHE.

Jln3aiin Ha KJIMHUYHU MPOYYBaHUA 3a OMOEKBHUBAJICHTHOCT Ha JIeKapcTBEeHU (opMu ¢ OBp30
0CBOOOXK1aBaHE.

Ju3aifH Ha KJIMHUYHU TpPOYYBaHHS 3a OMOEKBHMBAJIEHTHOCT Ha JIEKapCTBeHH (opmu ¢
Mo (ULIEPaHO OCBOOOKIaBaHe.

Jln3aiin Ha KJIMHUYHU MPOYYBAHUS 32 OMOEKBUBAJIEHTHOCT Ha JIEKaPCTBEHH ()OPMHU C BHCOKA
CTETIeH Ha BapUaOUIUTET

Jwn3aiid Ha KNMHUYHY poyuBanus ot Pasza - II.

Jwn3aiin Ha KNMHWYHY poyuBaHus oT Paza - I11.

JuzaitH Ha KJIMHWYHA mpoyuBaHus oT Pasza - [V. HewHTepBeHIMOHATHW KIWMHUYHU
IIPOYYBAHMUS.

MemunuHa, ocHoBaHa Ha jokasartencrBata (Evidence Based Medicine). Cremenu Ha
JTI0OKa3aTeJICTBEHOCT U MPENOPBUUTENHOCT. [Ipritoxkenne B KIIMHUYHATA IPAKTUKA.

®a3u Ha nekapcTBeHOTO neictBue: ADME, xapakrepuctuka u 0co0€HOCTH.

17



33.
34.
35.

36.

37.

38.

39.

40.

41.
42.

43.

44,

45.

46.

47.

48.

Knuanyna papMakokrHETHKA: PEakIu OT HYJIEB U MbPBU NOPSABK. OCOOEHOCTH.
KomnaptumeHnTHu Moneny. 3HaueHue 3a KIMHUYHATA PAKTUKA.

Knunnuna dapmakokuneruka: OmnpenensiHe Ha (papMaKOKMHETUYHHUTE MOKa3aTeau: o0eM Ha
pasmnpeneicHue, TEPMHUHAIHO BpPEME Ha IOJYXKUBOT, KIMPBHC M PAaBHOBECHHM IUIA3MEHU
KOHIIEHTpAlMU. 3HAaY€HHE 32 KIIMHUYHATA IPAKTHUKA.

Knunununa ¢papmakonunamuka. Cyporatu U KpailHu 1eiau. XucTpe3uCHU KPUBH.
TeparneBTuyeH JIeKApCTBEH MOHHUTOPHUHI: (apMakOKMHETHYeH U (apMaKoJIUHAMUYCH.
[IpuHIMIM ¥ TPUITO)KEHUE B KIMHUYHATA MPAKTUKA.

Metoau 3a ompenensHe KOHIICHTPALMUTE Ha JIeKapcTBaTa B OMOJIOTMYHM cpenu. Bumose,
0Cc00EHOCTH, N3UCKBAHMUSL.

[Tpununu 3a parmonasieH u30op Ha JekaperBa. [logxon Ha C30 3a u300p Ha MEPCOHAITHO
nekapctBa (P-drug).

[Mpunnunu 3a pannoHaneH u300p Ha aHTUMUKPOOHH CpPEeACTBA. ANTOPUTHM 3a pallMOHAJICH
n300p Ha AHTUMHUKPOOHHU CpPECTRA.

[TpunHuMM 32 KOMOMHUPAHO NMPUIIOKEHUE HA aHTUMHKPOOHH CPE/ICTBA.

Kpurepun  3a  epexkTHBHOCT  Hpu  Tepamuss €  AHTUMHKPOOHHM  Cpe/CTBa.
dapmakokuHeTnuHU/hapmakoarnHamuunu mokaszarenu (PK/Pd) 3a epexTrBHOCT.

[TpuHuMnU 3a NPOPUIAKTUYHO MPUIOKEHHE Ha AaHTHUMUKPOOHU cpeacTBa. AHTUMHUKpPOOHA
XUPypruvHa npoduaakTuka.

[TpyunHu 3a HeePEeKTUBHOCT Ha TepamusTa C aHTUMUKPOOHU cpeacTtBa. MukpoOHa
Pe3ucTeHTHOCT: BUOBE, 3HAUEHUE 32 KIIMHUYHATA MTPaKTHKA.

Knuanuna papmakoreneruka u papmMakoreHOMHKA.

Hexenanu nexapctBenn peakimu (HJIP). Omnpenenenue, kinacudukanuu, 3HaYCHHE 32
KJIMHUYHATa npakTuka. KauectBenu metoau 3a peructpaius Ha HJIP — meton Ha xbiTa kapTa:
NpeIMMCTBA U HeocTaThI. CTpaHUYHH JEHCTBUS Ha JIEeKapcTBaTa.

Hexenann nekapcTBeHn peakuuyd. MeToaM 3a OlleHKa CTENeHTa Ha pUCKa OT Bb3HUKBAHE Ha
HJIP. OnpenensHe Ha aOCOTIOTEH PUCK, OTHOCHTENeH puck, Odd’s ratio m HeoOXxo UM Opoii 3a
nedenue (NNT).

®apmakoenuaemuoiorus. Onpenenenne. MeToau 3a KOJIMYECTBEHA OIICHKA CTEINEHTAa Ha
pucka ot mosisa Ha HJIP. Koxoptau mpoyusanusi (Cohort studies): Bumose, ocobeHocTH,

MPEAUMCTBA U HEJOCTATBITH.
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49.

50.

51.

52.

53.

54.

55.

56.

S57.

58.

59.

60.

®apmakoenuaemuoiorus. Onpenenenue. MeToau 3a KOJIMUYECTBEHA OLIEHKA CTENEHTA Ha
pucka ot mosiBa Ha HJIP. Meron Ha xouTponupanute ciydau (Case control studies):
0CO00EHOCTH, TPETUMCTBA U HEJOCTAThLU.

XpaHUTeNeH PeKUM, aJIKOXOJI M TIOTIOHOIYIIeHEe, KaTo ()aKTOpU MPOMEHSIH JeicTBUsATa Ha
JeKapcTBara.

[Tpunuunu Ha KOMOMHHMpaHaTa Tepanus ¢ JekapcTna. JlekapcTBeHu B3auMoencTus. Buaose,
3HA4YCHME 3a KIMHUYHATA [TPAKTUKA.

brOpeunara HeOCTATHYHOCT KaTO (haKTOp, MPOMEHSIII ACHCTBUETO HA JIEKapCTBATA.
YepHoapoOHaTa HEAOCTATHUHOCT KAaTO (haKTOp, MPOMEHSII ICHCTBUETO Ha JIEKapCTBaTA.
Ocob6enoctu Ha (hapMakoTepanusaTa B IETCKa M CTapYeCcKa Bb3PacT.

Ocobenoctu Ha (papmakoTepanusaTa 1o BpeMe Ha OpPEeMEHHOCT U JaKTaLus.
®apmakonkoHomuka. Omnpeznenenue. [IpuHIMOM Npu IUIAHUpPAaHE W NPOBEXKAAHE Ha
(bapMakOMKOHOMHUYECKH MTpOyuBaHusl. Bugose pasxonu, Moaenupane, JMCKOHTHPAHE.
®apmakouKOoHOMHKA. BujaoBe ¢apMakOMKOHOMHYECKM AaHAJIU3U: CTOMHOCT/CHU)KEHHUE,
cToMHOCT/eekTUBHOCT. MIHIeKC Ha HapacTBaHe.

dapmakouKOHOMUKA. BuaoBe (apMakOMKOHOMMYECKH aHaJM3M: CTOMHOCT/TION3a U
cToitHOCT/Moe3HOCT. [Toxoam 3a olleHKa KaueCTBOTO Ha JKUBOT.

bonnuyna nexkapcTBeHa monuTHKa. V3roTBsiHe M ympaBieHHE Ha OOJIHUYHU JIEKAPCTBEHU
muctu. OnpesenisHe Ha JieKapcTBeHaTa ynorpeda Mo MeToAa Ha JAeUHUpPaHU JTHEBHU J103U
(AAD).

[Ipouenypu 3a peructpupaHe Ha JiekapcTBeHHM npoaykth B EC: neHTpanusupana,

ACHCHTpAIM3UpaHa, B3BAaUMHO IIPU3HABAHEC, HALITMOHAIHA.

NPEITIOPBYNUTEJIHA JIMTEPATYPA 3A TIOATI'OTOBKA

Bbarapcku n3royHunu:

®dapmakonorusi- Y4eOHUK 3a CTyAeHTH 110 MeauiHa. [loa penakuusta Ha npod.H.bosmxuesa.
Uzn. APCO- Codus, 2015 1.

Knunnuna dapmakonorus. Y4eOHUK U pbKOBOJCTBO 32 MpakTHUeCKH ynpaxxHeHus. [Tox
penakmusTa Ha ipod. A-p B.Bnaxos. U3a. Meaununa u ¢puskynrypa— Codust, 1996 r.
Knunnuna ¢papmakonorus. 1. Tep3unBanos, 1. ATaHacoBa. Y HUBEPCUTETCKO U3aTEICTBO

,CB.Kimmment Oxpuncku”, 2013 r.
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Basic & Clinical Pharmacology with Toxicology. [Ton penakiusita Ha mpod. 1-p
H.Bosimxuesa. Nzn. APCO — Codus, 2012 1.

Brrpemna meaumuna, [lon penakiusta Ha mpod.a-p 3axapu Kpbcres. M3a. MBan
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JlexapctBenn B3aumoeiicteus [lon penakiusita Ha [Ipod. [[. CraneBa-CroitueBa,
[Ipod.L.Croitues. U3n. Benemekc-Codus, 2001 r.

EBpodapma. [lon penaxmnusita Ha Hemes I'., 3xa. lopexclIpec-Codus, 1997 r.
®dapmakonkonomuka. [Tog pegakmusta va Hemes I'., M3a. ['opekclIpec-Codust, 1999 r.
Aranacosa, UB., [I. Tep3uuanos. [IpoGiaemu npu B3auM0o3aMEHAEMOCTTa Ha JICKAPCTBEHUTE
npenapat. CpeanHa (MomynanuoHHa) U UHAUBHUIyaIHa OnoekBuBasieHTHOCT. 3n. HUX DU,
C, 1999.

Axrtyanau npo6nemu Ha Tepanusta. [log pegakuusta na H.benosexxnos u [1.I1emes C.1998 .
bonnuuna nekapcteena nonutuka. [lox pepakuusrta va npod. a-p . JdamsHos, npod. a-p
B.Bnaxos u aBt.konekTuB: ['bp6eB I'., [lumurposa 3., Xamxuesa H., Kantapmkues T.,
Usanona /l., U3n. Menapt- 1998 r.

Axryansa tepanus 98, Tom L. Ilog pproBocTBOTO Ha pod.a1-p Uynomup Haues,
N3n.“3nanune” EOO/, 1998 r.

. CBunapoB. HapbuHUK- TepaneBTUUEH JIEKAPCTBEH MOHUTOPUHT U MHIMBHIyaIU3UpaHe Ha
nekapcrBeHara tepanus. U3n. 3nanune OO/, 1996 r.

JleyeHue Ha CHHAPOMUTE U OOJIECTUTE BbB BhTPEIIHATA MEIUIIMHA U KIIMHUYHATA
dapmakomnorusa. bemosexnos H., Tepzuusanos JI. Apxe OO/l u APCO-Codus, 1996 1.
3aKoH 3a JIEKapCTBEHUTE NMPOAYKTH B XyMaHHaTa meauiinHa. JIB bp.31/13.04.2007 r.
Hapen6a Ne 31 ot 12 aBryct 2007 r. 3a Onpenensiae Ha npaBuiaTa 3a Jloopa Kimauuna
[Ipaxruka. IB bp.67/17.08.2007 r. ¢ [Tpunoxenus 1-3

HupextuBa 536/2014 r na EBponelickus mapiameHnT u ChbBeTa.
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