MIHICTEPCTBO OXOPOHM 3JI0POB’1 VKPATHU

BIHHMLIbKUI HAILIIOHAJIbHUH MEJIMYHUY YHIBEPCUTET
im. MLI. TINPOI"OBA

GATBEPIXKYIO»
IIpopekTop 3 HAYKOBOi pobOTH
npod. O.B. CEHKO

9 22
« OF » H0 2040 p.

KJITHIYHI JOCJJIIKEHHA

(nasBa HABYAJIbHOY JYCIUILIIHA)

POBOYA ITPOI'PAMA

HABYAJBHOT TUCIUILIIHH
3 MiAroToBKH A0KTOpa Bisocodii
Ha TPeThOMY (OCBITHBO-HAYKOBOMY) piBHi BHmOf 0CBiTH

rasysi 3ans 22 OX0pOHA 310POB’S, 09 BioJsorist
(mmdp i Ha3Ba rany3i 3HaHb)
cnemiabHOCTI 222 Meanunna, 221 CtomaTtoJioris
228 IleniaTpis, 229 I'poMazcbKe 3n0poB's, 091 Biojoris
(xox 1 HaliMEHyBaHHS CTIEIIaTBHOCTI)
MOBA HaBYAHHS: YKpaiHCbKa, aHIJiCbKa

20 20 pik
Binauns




PO3POBJIEHO TA BHECEHO: BiHHNUBKHA HAIUOHANGHHM  MequdHMI YHIBEPCHUTET
iM. M.1. Tluporosa, Bizain acripadTtypu, TOKTopaHTypH

PO3POBHUKU ITPOT'PAMU:
a.MenH, npod. C.B. [lleBuyk

PENEH3EHTHU: 3asinysau kabenpu BHyTpimHB0i Meaumman Ne3 1.mem.H., npo¢. Isanos B. I1.
3aBimyBau kadenpH BHYTPIUHBOT MEIHMIMHH MEIHYHOTO ¢akynerery Ne2 p.men.H., mpod.
Kebens B.M.

OGroBopeHo Ha 3acimamHi kadenpn BHyTpimHBOT Memumuen Ne2 BiHHHIBKOrO HANMIOHAIBHOIO
MEJIMYHOTO yHiBepcuTeTy iM. M.I. ITiporosa Ta pekOMEHIOBAHO 10 3aTBEPIUKEHHS Ha HEeHTpaTbHIH
METOIMMYHIN pazi / HayKoBil koMicii

“ gy = g 0poxy, ipotokon Ne 2

CxXBaleHO Ha NEHTpANBHIA MeTOXWYHIA pafi / HaykoBili kowmicii Ta PEKOMEHIOBAHO JI0
3aTBEPIDKEHHS BYEHOIO pagow” P > _7p» 2042 poky, npotokon Ne £

3aTBEpIKEHO BYCHOK pajoro BiHHMIBKOrO HAIiOHANEHOTO MEIMYHOTO YHiBEPCHTETY
im. ML.I. TTuporosa

« 08 » 70 2040 poky, npotokon Ne 4

~ - .
Buernii cexperap % (Cepebpennikora O.A.)
(miamuc) (Tpi3BHIE Ta iHiMiaMM)




BCTVYII
IIporpama BUBYEHHSI HABYAJBLHOI JTUCIHUILIIHA “Kimuidni qocmimkeHHs’” cKIageHa
BIJIITOBITHO 1o OCBITHBO-HAyKOBOI MporpamMu BiHHUIIBKOTO HAI[IOHAIBHOTO MEAMYHOTO
yHiBepcutety iMmeHi M. 1. [luporoBa Ha TpeThOMY OCBITHHO-HAYKOBOMY PiBHI
(Ha3Ba piBHSI BUIIIOT OCBITH)
raiysi 3HaHb 22 «OXopoHa 3710pOB'sD»
09 «biooris»

(mmdp 1 Ha3Ba raTy3i 3HAHB)

crermiainbpHocTi 222 «Menurnuaa

crienianbHOCTI 228 «Ilemiatpis»

cremianpHocTi 221 «CToMaToiIoris

crienianbHOCT 229 «I'poMaachke 310pOB's»

cremianpaocTi 091 «biomorisy.
(ko1 1 HAIMEHYBaHHSI CIICIIIaJILHOCTI)

Onuc HABYAJIBbHOI JUCHUILTIHU (AHOTALiS)

OCBITHPO-HayKOBHUH DPIBEHb BHUILNOI OCBITH mepeadadae 3700yTTS 0COO0I0 TEOPETUYHHX 3HAHb,
YMiHb, HABUYOK Ta 1HIIMX KOMIETEHTHOCTEH, TOCTATHIX I MPOIYKYBAaHHS HOBHX 1€, PO3B’A3aHHS
KOMIUIEKCHUX TpobiieM y ranysi npodeciiiHoi Ta/abo JoCaiAHUIIBKO-IHHOBAIIHHOT TisSIbHOCTI (3aK0H
Ykpainu «IIpo Buiry ocBity», 2014).

AcnipaHty BHUHeceHi nmuTaHHs ocHOBU KepiBHunrBa HanexxHoi kiniHIUHOI Ta J1abopaTOPHOI MPaKTHUKU
(GCP, GLP); naiiHOBIiTHIIII JaHi O[O MPUHIMIIIB JOKA30BOi MEAUIMHU, TCPMIHOJIOTIS Ta OCHOBHI
JOKYMEHTH OlOMEIMYHUX JIOCIIKEHb; NIPaBUia TIAHYBaHHS, IPOBE/ICHHS, 3BITYBaHHs, ayIUTYBaHHS
Ta 3aBEPIICHHS BUIMPOOYBaHb JTIKAPCHKUX 3aC001B; €TUYHI Ta MOPaTHHO-IIPABOBI ACTICKTH JIOCIIIKCHb;
MTOPSIIOK MOBIIOMJICHHS TTPO MOOIYHI SIBUIIA Ta PEaKIlii.

CraTyc HaBYAJIbHOI JUCHUILTIHM: BUOIPKOBA.
IIpenmeToM BHWBYCHHS HABYAJIBHOI AWCIHIUIIHU € 3arajibHI TPUHIUNN TPOBEIACHHS
0ioMeTMYHNUX BHIIPOOOBYBAHb.

MizkaucuunaiHapHi 3B'A3KM: BIAMNOBIIHO 10 HABYAJIBHOTO IUIaHY, BUBYEHHS HaBYAJIbHOI
muctumting «KimiHIYHI TOCTIKeHHS 3IIHCHIOETHCS, KOJIHM acmipaHTOM HaOyTi BiAMOBiJIHI 3HAHHS 3
OCHOBHHMX 0a30BMX qucuuiutid Ha III piBHI BUIIOI OCBITH, a TakoXX JucUMILIiH: IcTopis ¢irocodii, gk
METOJI0JIOTIYHA OCHOBA PO3BUTKY HAyKH Ta IMBLII3alli, AHIUIIMCbKAa MOBa y HayKOBO-MEIUYHOMY
CIUIKYBaHHI, MEJWYHA €THKa Ta JeoHTousoriss, KynbTypa MOBHU nikaps: TEPMIHOJOTIYHUHN AaclekT,
[lyOnikamiiiHa aKTUBHICTh Ta HAayKOMETPUYHI 0a3u AaHuX, bloeTWyHi Ta MeIMKO-IIPaBOBI OCHOBU
HAayKOBHUX JIOCHIJKEHb. Y CBOIO uepry, aucuuiuiiHa «KiiHIuHI JocnipkeHHs» (opmye 3acanu
MOTJIMOJEHOT0 BMBYEHHS  acCHipaHTOM  CIeliali3oBaHUX JUCHUIUIH  (BHyTpimHI  XxBOpOOH,
Kapgionoris, Pesmaronoris, ®@tusiarpis, ['actpoenteposorist, Enokprunosnoris, 3arajabHa NpaKkTHKa-
cimeitna menuuuHa, [loOiuna nig nikis, Kniniuna ¢apmaxosoris, Kininigyna 0i0xiMist Ta MiKpoO1i0JIoris,
Kuniniuna wmopdonoris, Hopmansna anatomisi, [laromoriuna anatomis, ®izionorisa, IlaTomoriuna
¢13iom0risa, @apmakonoriss, Mikpobiosoris, ['icronoris, Xipyprist, HepBosi xBopoOu, OuHi xBopoOH,
Opronenis Ta TpaBmarosnoris, JIOP-xBopobu, AKyepcTBo Ta r'iHEKOJIOTis).

1. Merta Ta 3aBAaHHA HABYAJIbHOI AUCHUILTiHH

1.1. Meroro BUKJIQAaHHSI HaBYAJIbHOI JUCHUIUTIHU «KIiHIUHI TOoCHiKEeHHS» € (OpMYyBaHHS
LUTICHOTO YSIBJICHHS MPO 3arajbHi MOJIOKEHHS, TEPMIHU, IPUHIUIM Ta BUMOTH, OLIHKY €TUYHHX Ta
MOpaJIbHO-TIPABOBUX AaCMEKTIB, OOpoOKy Ta aHali3 pe3yJabTaTiB IpH IPOBEIEHHI BUIPOOYBaHb
JIKapChKUX 3aC001B.

1.2. OCHOBHMMHU 3aBJaHHSIMU BUBUEHHS TUCHUILTIHU «KITIHIYHI TOCHITKEHHS» € 3M00yTTS
acripaHTaMu 3HaHb, HABUYOK Ta BMiHb, 1110 CKJIaJalOTh OCHOBY Mall0yTHHOT MpodeciiiHOl TiSIbHOCTI.



Pe3yabTraTtn HAaBYAHHS

IIporpamui pe3yabratu Hapuyanuda (PH):
ITPHI. JleMoHcTpyBaTH Oe3lepepBHUN  PO3BHTOK  BJIACHOTO IHTEJIEKTYaIlbHOTO  Ta
3arajJbHOKYJIBTYPHOTO PIBHIO, CaMOpeaTi3altii.
[TPH2. InaTepnperyBatu Ta aHaiizyBaTh iH(GOPMAII0 3 BUKOPHCTAHHSAM HOBITHIX iH(OpMAaIiiHUX
TEXHOJIOT1H.
[TPH3. BusBiatu HeBUpilieHI MNpoOJieMH y TpeaMeTHiIH obmnacti, (GopMynroBaTH NHUTaHHS Ta
BHU3HAYATH IUISXH iX PILICHHS.
[IPH7. TlosicHoBaTM MNPUHLWIHM, CHEIMUIYHICTD Ta YYTJIHUBICTH METOJIB  JOCIIJKEHHS,
iH(OpMaTUBHICTh OOpPAHKUX MTOKA3HUKIB.
[TPHS8. Bonomitu, BIOCKOHAIIOBATH Ta BIPOBAKYBATH HOBI METOIW JOCIIIKEHHS 3a OOpaHUM
HaNpsSMOM HayKOBOTO ITPOEKTY Ta OCBITHBOT TISITBHOCTI.
[TPHY. AmnanizyBatu pe3yibTaTH HAYKOBHX JOCIHII)KEHb, BUKOPHCTOBYBATH METOJM CTaTUCTUYHOTO
JOCIiIKEHHS.
[TPH11. Ilpe3enTyBaTu pe3yiabTaTH HAYKOBUX JOCHI[UKEHb Y (opmi mpeseHTamii, MOCTEpHHUX
JOTIOB11eH, myOmiKatii.
[TPH12. Po3BuBaTi KOMyHiKaii B mpodeciifHOMy cepeoBHILI i rpoMaChKii cdepi
ITPH1S5. OpranizoByBatu poOOTy KOJIEKTUBY (3100yBayiB BUIIOI OCBITH, KOJIET, MIKIUCIHUILTIHAPHOT
KOMaH/IN ).
[TPH16. loTpuMyBaTUCS €THUHUX MPUHIIUITIB Py POOOTI 3 MaIi€eHTaMH, 1a00paTOPHUMU TBApUHAMU.
[TPH17. JloTpumyBatucsi akajgemMiuHOl JOOpPOYECHOCTI, HECTH BiAMOBIAANBHICTH 32 JOCTOBIPHICTH
OTPUMaHUX HAYKOBHX PE3yJIbTATiB.

OuikyBaHi pe3yJIbTATH HABYAHHSA 3 TUCHUILIIHH:

3100yBa4 BUINOT OCBITH MOKE TOSICHUTH Cy4acHI1 IPUHIIUAIN JOKA30BOi MEAUIIMHH.

3naTHUI Ha3BaTU OCHOBHI KJIIHIYHI €Talu pO3pOOKHU JTIKAPCHKUX PEUOBUH.

3. 3nmoOyBau BHIIOi OCBITH MOXeE Ha3BaTH cydacHi ocHOBM KepiBHunTBa HamexHoi KIiHIYHOT Ta
nabopatopuoi npaktuku (GCP, GLP).

4. 3paTHWI Ha3BaTH OCHOBHI JJOKYMEHTH O10OMEIUYHHX JOCIIKEHB, BOJIOITH TEPMIHOJIOTIEIO.

5. 3no0yBau BHUIIOI OCBITM MOXE MOSCHUTH MpaBWiIa IUJIAHYBaHHSA, HPOBEAEHHS, 3BITYBaHHS,

ayJUTYyBaHHs Ta 3aBEpIICHHS BUIPOOYBaHb JIKapChKUX 3aCO01B.

3naTHUM Ha3BaTU OCHOBHI €TMYHI Ta MOPATBHO-TIPABOBI ACTIEKTH 010MEIUYHUX JOCTiIKEHb.

BosoaiTt HaBuUKamMu 11010 MOPSIIKY TOBLIOMIIEHHS PO MOO1YH1 SBUIIA Ta PEAKIIi.

8. 3nmo0yBau BHIIOI OCBITH 3/1aTHUH OL[IHUTH OYIKYBaHI PU3MKH Ta KOPHUCTH IS MAIIEHTIB BiJl yyacTi
B JOCJHIPKEHH1 JIKapchbKUX 3aco0iB; HajaBatu iH(popmauilo npo OloMennyHe BUIPOOYBaHHS
NpPETeHIEHTaM Ta yYaCHUKaM JOCIIJKeHHs 3riiHo eTnuHux Bumor GCP, GLP.

9. BosoniTh HaBMYKaMHM LIOJ0 KOPEKTHOI'O DPEECTPYBaHHS, OOpOOKHM, 30epexeHHs Ta 3BITYBaHHSI
iH(popMarii, oTpuMaHoi i yac 610MEeAMYHOTO JOCIHIKEHHS.

10. 3n00yBay BHIIOI OCBITM 3JaTHUH OILIHIOBATH KpUTepii BKIIOYEHHS Ta BUKIIOUEHHS,
IHTEPIPETYBATH PE3yJIbTaTH J1a0OpPaTOPHUX, KIIHIYHUX Ta IHCTPYMEHTAJIBHUX METOJIB
JIOCITIJIKEHHS.

11. BonoaiTé HaBUYKaMU 11010 1IHTEPIPETYBAaHHS Ta 3BITYBaHHS MMOOIYHUX CEPHO3HUX 1 HECEPHO3HUX
noOIYHUX SBUII Ta PEAKI[I; OLIIHKU Pe3yNbTaTiB 010MEeIUYHUX JOCTIIKEHb.

12. 3100yBay BUIIOT OCBITH MOKE MTOSICHUTH OCHOBHI ITOHATTSI 1010 MOAU(IKaIii Ta
CTaTUCTHYHOI 0OPOOKH JTaHUX Pe3yJbTaTiB JOCTIKEHb JIKapChKUX 3ac00iB, (hiHAHCOBUX
NUTaHb O10MEIMYHUX BUIIPOOYBaHb.

13. IosicauTH ocobmuBOCTI poboTH Jlep:kaBHOTO EKCIIEPTHOTO IIEHTPY Ta KOMICIi 3 MMTaHbh €THKU
IIPU JTIKYBaIbHO-TIPO(DITAKTHYUX 3aKIIa/1aX.

N

~No



2. [Iporpama HaBYAJIBLHOI JUCHHUILIIHHA

HMucturnina | Momyi 3araigbHa Kpenutu Jlekmii [Ipaktuuni | CamocriiitHa
KUTBKICTB €KTC 3aHATTS poboTta
TOOUH

Kuinigni Mopayns 1 | 45 15 6 24 15

JIOCITIIKCHHS

Monayas 1

Hlopaook npoeedenns eunpoodosysansv Jaikapcvokux 3acodie. Ocnoeni acnekmu Kepienuymea
no nanexcuiil Kniniuniio ma navopamopuin npaxkmuui (GCP, GLP),

Tema 1: HopmaTuBHO-IpaBOBe peryJjil0OBaHHSl NPOBeJdeHHs 0ioMeIMYHUX BUINPOOYBaHb B
Ykpaini

Koucrurymis Ykpaiau 1996 p.;

Cimeitanii Kogexc Yipaiau, 2002;

3akon VYkpainu «OCHOBM 3aKOHOJABCTBA YKpaiHM MpPO OXOPOHY 3J0POB’S» Bif
19.11.1992 Ne 2801-XIl;

3akoH Ykpainu «lIpo mikapcebki 3acodn», 1996 p.;

3akon Yxkpaiaum «lIpo 3axuct mepcoHanmpHuX manux» Big 01.06.2010 Ne 2297-VI,
«HacranoBa. Jlikapceki 3acob6m. Hanexxna wxminiyHa mnpaktuka. CT-H MO3Y 42—
7.0:2008», 3arBepmkena Hakazom MO3 Vkpaiam Ne 95 Bim 16.02.2009, 3i 3miHamu,
BHeceHUMH HakazoM MO3 Ykpainu Bix 26.09.2017 Nel169;

[Topsimox mpoBeAECHHS KIIHIYHUX BUIPOOYBaHb JIKAPCHKUX 3ac00iB Ta EKCIEePTU3U
MarepiasiB KIiHIYHUX BUIPOOyBaHb 1 THUIIOBE MOJIOKEHHS MPO KOMICii 3 HTaHb ETHKH,
3arBeppkeHi HakazoM MO3 Ykpainu Ne 690 Bix 23.09.2009 31 3minamuy;

«HacranoBa Jlikapceki 3acobu. JlocmimkeHHs OioekBiBasieHTHOCTI» CT-H MO3Y 42—
7.1:2016, mo 3aTBepxeHa HakazoM MO3 Ykpaiau Ne 22 Binx 12.01.2017p.;

«HacranoBa. Jlikapceki 3acobu. IlomiOHi Giomoriyni JiKapcbKi Mpemapary, Mo MiCTATh
MOHOKJIOHAJIBLHI aHTUTIIa — HEKIIHIYHI Ta KiiHivHl mutadasy CT-H MO3Y 42-7.4:2015,
3aTBep keHa HakazoM MO3 Ykpainu Bix 21.05.2015 Ne 295.

Tema 2. BunpoOyBanHs JikapcbKHX 3ac00iB B Ykpaini. [Ipodiemn Ta nepcnekTuBn

[TarieHTH OTPUMYIOTH 1IHHOBALIIMHI JIKU — IIAHC HA MIPOJOBKEHHS KHUTTSL.

Jliku Hajar0Thes OE3KOIITOBHO.

Jlikapi OTPUMYIOTh JIOCBII 3aCTOCYBaHHS Hall Cy4aCHUX TEXHOJIOTiH JIIKyBaHHS
3aXBOPIOBAHb.

CripustHHSL PO3BUTKY HAyKH.

OHOBJIEHHS MaTepialibHO-TIKYBaJIbHOI 0a3H.

HaaxomkeHHs 10 OrOKETYy.

Tema 3. OcHOBHI JOKYMeHTH 0i0OMeIUYHOr0 BUIIPOOYBAHHS.

Bbpourypa nocninuka

[TpoTokos 6i0MeAUYHOTrO BUNPOOYBAHHS.

InnuBigyansHa peectpaniina Gopma.

Indopmaris gy mamierTa ta popma iHGOPMOBAHOT 30U,

Tema 4. Kepisunurso 3 najexuoi npakruku (ICH GCP E6 (R2)), GLP

[TincraBu s crBopernss GCP, GLP.
I"apmonizanis GCP, GLP.

3miau GCP, GLP.

[Mpuammmu ICH GCP, GLP
[Mpunuunu ICH GCP E6 (R2).




Tema S. ETuyni acnekTH BHNpPOOYyBaHb JiKapchbKHX 3ac00iB. 3arajibHi NPUHIUNHN
oprasizanii AifJIBHOCTI KOMIciii 3 NHUTaHb €THMKH NPH JIKyBaJbHO-NPO(QiTaKTHIHHMX
3aKJIafax, B IKUX NPOBOAATHLCS OioMeIHYHI BUIIPOOYBaHHS
e ETanu po3BUTKY €TUUHUX MPUHIUIIB IPOBEACHHS O10MEANYHUX JTOCIIIKEHb.
[ToHATTS PO HE3AIKHUN STUYHHUIA KOMITET.
Cxuan JIEK.
O60pB’s13xu JIEK.
[TpoGiieMu AisSUTBHOCTI €THYHUX KOMICIH.

Tema 6. IndopmoBana 3roaa.
e Bumoru 1o odopmiieHHs Ta 3MICTY iHPOpMAaLii A manieHTa Ta GOPMHU 3TOJH.
e VYMOBHM OTPUMAaHHS Ta HiNHCaHHs iHPOPMOBAHOI 3TOIH.
e 3ayBaxkeHH: /10 iHPOPMOBAHOI 3rOH.

Tema 7. ETanu po3po0ku JiKapcbKUX PEYOBHH.
Po3poOka moKITiHIYHUX TOCTIIKEHb.
Hocmimkenns [ ¢pazu.

Hocmimxenns I gasu.

Hocmimxenns 111 dazn.

Hocmimxenns [V ¢dazu.

Tema 8. [IpyHUMIN J0KA30B0I MeIMIIUHU
e [loHATTS MPO JOKA30BY MEAMIIUHY.
o [IpuHIMIIHN T0KA30BOT METUITUHHU.
e BnpoBamkeHHs pe3yabTaTiB 010METUYHUX JOCITIKEHb B HACTAHOBU JIJISl JIIKapiB CBITY.

Tema 9. IloHATTS Npo NOOIYHI ABUIIA TA peaKuii
Henepen6auyBana no6iuHa peakiiisi.

[ToGiuna peakiisi.

[ToGiune siBUIIIE.

Cepito3Ha mob6iuHa peakilis abo cepiio3He MoOiuHe SBUIIIE.

Tema 10. ITopsinok peecTpauii Ta MOBiIOMJICHHS NPO NMO0iYHI IBMINA Ta peaKiil.

e Opranizaiis 300py, IEpeBIPKH Ta HAJAHHS MTOBIIOMJICHB PO TTOOIYHI SIBUIIA/PEaKITii.

e [loHATTS mnpo NOBIIOMJIEHHS Mpo TMOOIYHI sBUINA/peakuii Ta 3BITH O€3MeYHOCTI
JIOCJTIJDKYBAHOTO JIIKAPCHKOTO 3aco0y, sIKi CIIOHCOP Hajaae J0 IEHTPY Ta A0 KOMICii 3
NUTaHb CTUKH.

e [loHATTs mpo MNOBiAOMIEHHS MNpo NOOIYHI SBUINA/peakiii, sfKi CHOHCOpP Hagae [0
BIAMOBIAAILHOI0 JOCIAHUKA/ TIOCITIHUKA.

Tema 11. Bumorm o pgocaignukiB Tta JII3/micus mnpoBexeHHss 0ioMeIMYHOrO
BUINIPOOYBAHHS.

Bumoru 10 nocmiaHUKIB.

OO00B’SI3KH IOCIITHUKA.

[TonsITTS “ineanbHUNA JOCTITHUK .

Bumoru no JIII3/Micis npoBeeHHs 610MEeAMYHOTO BUIPOOYBaHHS.

3ayBaxeHHs 10 Indopmaunii npo JIII3/micue mnpoBeneHHs BUIPOOYBaHb JKAPCHKUX
3ac00iB.

Tema 12. KoHTpoJib siKOCTi BUIPOOYBaHHSI JIIKAPCHLKUX 32C00iB.
e TloHATTS npo yIpaBiieHHS SKICTIO 010MEAMYHOTO BUMPOOYBaHHS.
*  Mouitopunr. OOcsr 1 XapakTep MOHITOPUHTY
*  OO0OB’s13KM MOHITOpA JTOCIIIKECHHS.



*  Aynur. Mera. Bubip aynuTopiB Ta ix kBaigikaiis

Tema 13. Ayaur (iHcnekuisi) 6ioMeAUYHOT0 BUNPOOYBAHHS.

Bunu aynury.
ETtanu npoBeneHHs ayquTy.

3. CTpyKTYpa HaBYaJIbHOI AV CHMILIIHU

Tunu 3ayBakeHb, BUSBJICHUX I/ Yac ayauTy.

[TonsATTs PO ayauT (IHCTIEKIIiF0) 010MEIUYHOTO BUITPOOYBAHHS.

HazBu 3MicTOBHX MOJTYJIiB
1 TeEM

Bceboro

Jlexuii

[pakTuyni
3aHATTA

Camocriiina
pobota

[Topsiiok npoBeieHHs! BUIIPOOOBYBaHb
TikapchKux 3aco0iB. OCHOBHI aclekTu
KepiBHUIITBA 110 HAIECKHIM KITIHIYHIN Ta
itabopatopniii npakruii (GCP, GLP).
HopmatuBHO-TIpaBOBE peryimOBaHHS
npoBeieHHs 010MeTUYHUX BUIIPOOYBaHb B
VYkpaini
BunpoOyBaHHSs JTiKapChKUX 3aC00iB B
VYkpaini. [Ipobiemu Ta mepCcreKTHRY.
OCHOBHI IOKyMEHTH 010MEIHYHOTO
BUNIPOOYBaHHS.
KepiBuunrso 3 HasiexHoi npaktuku (ICH
GCP E6 (R2)), GLP.
Bumorwn 1o mocninaukis ta JIT3/micis
poBeIeHHS 010METUIHOTO BUTTPOOYBAHHS
ETtuyni acniexTi BUIIPOOYBaHb JIIKapChKUX
3ac00iB. 3arajabHi NPUHIMITN OpraHizarii
JiSUTBHOCTI KOMICIiii 3 MTUTaHb €TUKH MIPU
JTKyBaJbHO-TIPO(ITAKTUYHUX 3aKIIa/1aX, B
SKUX MPOBOSATHCS O10MEINYHI
BUIIPOOYBAHHS
biomennuHi BUTPOOYBaHHS 3a y4acTio
HE1€3aTHUX JIOCIIIKYBaHUX, AK1
HECITPOMOYKHI CAMOCTIHHO 1aTh
1H(opMOBaHy 3roay
Bumoru 110 yuacti aiteil y BUnpoOyBaHHAX
JKapChKUX 3ac001B
Bpaznusi cy0’eKTH Ta MOXKIIUBICTD iX
y4yacTi y 610MeIMYHUX BUITPOOYBAHHSIX
IndopmoBana 3roja.

|

[TonsitTst mpo COII koMiciii 3 TUTaHb €TUKU

pu JIKyBaJIbHO-
npodUTaKTUYHUX 3aKJ1ajax

JispHICTH [lep:kaBHOTO €KCIEPTHOTO
nenrpy MO3

3axuCT MpaB MaIEHTIB

KniniyHi eranu po3poOKH JIKapChKUX
pPEUYOBUH

[TpyuHIIMTIIN TOKA30BOi METUIIMHHY.

[ToHATTS PO AOKIIHIYHE BUBYCHHS
0e3MneKH JIKapChKHUX 3ac00iB

Metonomnoris 6iloMeTUYHUX BUITPOOYBaHb
(monBiitHO cime, ciirne, rmianedo-
KOHTPOJIbOBaHE, MOPIBHSIbHE 3 TPYIIOI0




AKTUBHOTO KOHTPOJIIO, 3 TPYIIaMH aKTUBHOTO
1 TUTane6o - KOHTPOITIO)
[TOHSITTS IPO CYTTEBY TEPANICBTUUHY

KOPHUCTH BUIIPOOYBaHHS JIIKapChKHX 3ac0o0iB | 1 - - 1
[TonsATTS 1TpO MOOIYHI ABUIA Ta peaKIii 2 - 2 -
[Topsimok peectparii Ta moBigoMiIeHHs npo | 1 - 1 -
no0iYH1 SBUIIA Ta peaKIrii

[ToBigoMieHHs PO MOOIYHI SBUIIA 1 1 - - 1

peaxirii, siKi HaJae BiAMOBIJaTbHUN
JIOCJIITHUK /AOCIITHUK JIO CTIOHCOpA.

[ToBimomiieHHS TIPO TTOOIYHI SBHIIA 1 1 - - 1
peaxiiii, IKi HaJa€ BiIMOBIIaATbHUN
IOCJIIHUK /HOCIIIAHUK 10 KOMICIT 3
[IUTAaHb €TUKH.

Bumoru f0 ckirananss moBigoMiaeHHs mpo | 1 - - 1
MiJ03pIoBaHy HernepeadauyyBaHy cepio3Hy
MOOIYHY PEaKIIito.

Bumoru no nociinaukis ta JITI3/Micis

poBeJeHHS 0i0MeAMYHOTO BUMPOOYBaHHS | 2 - 2 -
KonTposnb sxocTi BUTPOOYBaHHS JTIKaPChKUX

3ac00iB 2 - 2 -
OO060B’s3KH CIIOHCOPA 1 - - 1
Aynut (iHcTekis) 610MeAUYHOTO

BUIIPOOYBAHHS 2 - 2 -

3ayBa)KeHHS, K1 MOXKYTb OyTH BUSIBJICHI IT1]T
Yac ayIuTy 010MeIMYHOTO BUNIPOOYBaHHS
BUSIBJICHI 1 - - 1
Ycboro 45 6 24 15

4. TemMu JeKuUin

KiabkicTh
TOIUH

Ne 3/m Ha3Ba temun

1. [Topsiok poBeeHHs BUIPOOOBYBaHb JIIKAPCHKHUX 3aC001B 2

Bumorn no mocmignukiB Tta JII3/micist mpoBeAeHHS O10MEIMYHOTO
2. BUINIPOOYBaHHS 2
3 ETnuni aCreKTH BUIPOOYBAHb JIKAPCHKHX 3ac06iB. 3araibHi| 2
MPUHIMIIA OpraHi3amii MisbHOCTI KOMICIH 3 TWTaHb €TUKU TIpU
JNIKYBAIbHO-TPOPUIAKTUYHUX ~ 3aKjagax, B  SKAX  MPOBOISATHCA
610MeIMYHI BUITPOOYBaHHSI JIIKAPChKUX 3aC00iB

Ycenoro 6

5. Temn NPAKTUIHHUX 3aHATH

No KinbkicTh
Ha3zBa Temn
3/ rOIUH

HopmatnBHO-TIpaBOBE peTyIItOBaHHS MPOBEICHHS O10MEIMIHIX
BUNIPOOYBaHb B YKpaiHi
Bunpo6yBaHnHs Jgikapcbkux 3aco6iB B Ykpaini. [Ipobiaemu Ta nepcrekTuBu

OCHOBHI JIOKYMEHTH O10METUYHOT0 BUITPOOYBAHHSI

el Rl [
(SIS

KepiBuuurso 3 HasexHoi npaktuku (ICH GCP E6 (R2)), GLP

Etuyni acnexkTy BUNIPoOyBaHb JIIKapChbKUX 3aC001B. 3aranbHi IPUHIUITH
oprasizarii JisSIbHOCT1 KOMICIH 3 MTUTaHb €THKU TIPU
JTIKYBaJIbHO-PO(PUIAKTUYHUX 3aKJIQAaX, B SKUX IPOBOAATHCS O10MeTUYH1
BUITPOOYBAHHS

InpopmoBana 3roga

o o
N N




7 Etanu po3poOku JiKapChKUX PEUOBHH 1
8. ITpyHIMIIK NOKa30BO1 MEAUIIMHU 2
9 [TonsATTS PO MOOIYHI SIBUIIA Ta peaKIii 2
10 | [Hopsimok peecTpairii Ta MOBIIOMJICHHS PO MOOIYHI SBUIIA TA PEAKIIil 1
Bumoru g0 nocninaukis ta JITI3/micisg mpoBeaeHHS 610MeIUYHOTO
11 | BunpoOyBaHHs 2
12 | KoHTposb sKoCTi BUNPOOYBaHHS JIIKAPCHKHUX 3aC001B 2
13 | Ayaur (iHcnekiiist) 6i0MeTMYHOTO BUMPOOYBAHHS 2
Ycboro 24
6. CamocriiiHa po0oTa
Ne KinbkicTs
Tema
3/m roIuH
1. |Ilopsnok nmpoBeaeHHs BUPOOOBYBaHb JIIKAPCHKHX 3aC001B 1
biomennuHi BUMpoOyBaHHS 3a y4acTIO HEMI€3AaTHUX JOCIIDKYBAHUX, K1
2. HECTIPOMOKHI CAMOCTIHHO J1aTH iHPOPMOBAHY 3ro/1y 1
3. Bumoru 110 ydacTi niteil y BUIIpoOyBaHHSX JIKapChKUX 3ac00iB 1
Bpasnuei cy0’eKTH Ta MOKIIMBICTD iX ydacTi y OioMeaMIHUX
4. BUNIPOOYBAHHSIX 1
[MoustTs mpo COII xomiciii 3 TUTaHb €TUKU TIPU
5. JKYBaJIbHO-TTPO(LITAKTUYHHUX 3aKjIagax 1
6. JistipHicTh [lepkaBHOTO ekcniepTHOro nentpy MO3 1
7. 3aXHCT MpaB MAIIEHTIB 1
8. [ToHATTS PO AOKJIIHIYHE BUBYCHHS OE3MEKH JIIKapChKHUX 3ac00iB 1
Mertoponoris 6ioMeanuHuX BUMPOOyBaHb (TIOABIHHO cIine, ciire, rmiamnedo-
KOHTPOJIbOBaHE, MOPIBHSUIbHE 3 TPYIOI0 aKTUBHOTO KOHTPOJIIO, 3 TPyIaMu
Q. aKTHBHOTO 1 111100 - KOHTPOJIIO) 1
[TOHSITTS PO CYTTEBY TEPANICBTUYHY KOPUCTH BUMIPOOYBAHHS JTIKAPCHKUX
10. |3aco0iB 1
11. | IloBimomieHHs Ipo MOOIYHI SIBUIIA 1 peakIlii, Kl HaJla€ BiMOBIIaIbHUN 1
JOCIITHVK /JTOCIITHUK JIO CITIOHCOPA.
12. [ToBimomiieHHs TIPO TTOOIYHI ABUIIA 1 pEaKIIii, sIKI HaJla€ BiIMOBIIaTbHUN 1
IOCIIIHUK /MOCIIAHUK IO KOMICII 3 IMTaHbh €THKH.
13. | Bumoru 1o ckiiaiaHHs TOBIAOMIJICHHS TIPO MiA03pIOBaHy HerepenoadyBany 1
Cepio3HY MOOIYHY PEaKLilo.
14. | O0G0B’s13KHM CIIOHCOpA 1
3ayBa)keHHS, K1 MOXKYTb OYTH BHUSBIIEHI MiJ] 4ac ayAuTy 610MeIUYHOTO
15. | BunpoOyBaHHs 1
Ycboro 15

7. 3aBIaHHA VIS CAMOCTIHOI po00TH: OMpAIfOBaHHS MaTepianly 3TiHO TEMAaTHYHOTO TUIaHy 13
3aCTOCYBAaHHSAM Cy4acHUX 1H(QOpMAaLIHUX TEXHOJIOTIH.

8. InauBinyaqbHi 3aBIaHHA: JONOBITh HA 3aCiIAHHAX HAYKOBUX KOH(EpeHIlid, ITiaroToBka
HAyKOBOI CTaTTi, palliOHATI3aTOPChKI MPOMO3HILii, TATEeHTH.

9. Metoau HABYAHHS: MPAKTUYHI 3aHATTA, MiJICYMKOBI 3aHSITTS, MOJYJb, JEKIlii, KEPIBHUIITBO
HJPC. BuxopucTaHHs TUCTaHLIAHOIO HaBYAaHHS — 3 3aJy4eHHSM AaclipaHTiB 10 MIXXHApOJHO
BHU3HAaHUX KYpPCIB Ta OCBITHIX pecypciB, HaBYallbHa AUCKYCIisl, Cylepeuka, 0OroBOpeHHs Oy/Ib-sKOTo
NUTaHHS HAaBYAIBHOTO Martepially, CTBOPEHHS CHTyalli iHTepecy B IMpOLECi BHKIAJaHHS
HaBYaJbHOIO Marepiajdy 3 BUKOPUCTAHHS MPUTOJ, TYMOPUCTHUHUX YPHUBKIB, CTBOPEHHS CHUTYaLlii
HOBM3HM HaBYaJIbHOT'O MaTepiaiy, Oopa Ha JKUTTEBUH JOCBIJI.



10. Metoau OuUiHIOBaHHSA (KOHTPOJII): YCHUI KOHTPOJb: OCHOBHE 3allUTaHHS, J0JATKOBI,
JOTIOMIDDKHI; 3alUTaHHS Yy BHUIJIAAI TpoOJIeMH; 1HAMBiAyadbHE, (QpOHTaIbHE ONMUTYBAaHHS 1
KOMOIHOBaHE; MUCbMOBHUI KOHTPOJIb; IPOTPAMOBAaHUN KOHTPOJb.

11. ®dopma miACYyMKOBOr0 KOHTPOJIIO YCHIIIHOCTI HABYAHHA: 3aJlIKOBI Oanu  acrmipaHTa
CKJIAJIAIOTHCS 3 CyMHU 0aJIiB IOTOYHOT'O KOHTPOJIKO, OTPUMAHUX ITiJ] Yac 3aHSATh.

12. ®opMa mOTOYHOr0 KOHTPOJIO ycmimHocTi HaByaHHs: Orinka 3 guctuiuriag “Kiinivai
JOCITIJDKEHHS BU3HAYAETHCS 3 YpaxXyBaHHSIM IMOTOYHOI HAaBUAJIBHOI MISIILHOCTI acmipaHTa i3 BCIX
TeM 3a TPAIULIHHOW 4-0aJbHOK CHCTEMOIO (BIAMIHHO, J00pe, 3aJ0BUIBHO, HE3aJIOBUILHO) 3
nojaibnM nepepaxynkom y 200-0anbHy mkay.

Ouinka "BigMiHHO' BUCTaBISETHCA y BUNAJKY, KOJH aCIipaHT 3HAE 3MICT 3aHATTS Ta JCKIIHHUN
Marepiana y TOBHOMY 00Cs31, UTIOCTPYIOYH BIAMOBIAI pI3HOMAHITHUMU TPHUKJIAJaMH; 1a€ BUUEPIIHI,
TOYHI Ta sICHI BIANOBiAI 0e3 Oyab-SKMX HaBIHMX IUTaHb, BHKJIAJa€ Marepian 0e3 MOMMIIOK 1
HETOYHOCTEH; BUIBHO BHpIIIye 3aJadi Ta BHUKOHYE MPAKTUYHI 3aBIAHHSA PI3HOTO CTYIEHIO
CKJIaTHOCTi, CAMOCTII{HO TeHepye iHHOBaIliifHi 171ei.

Ouinka '"no0pe" BHCTaBIAETHCS 32 YMOBH, KOJH aCHipaHT 3HA€ 3MICT 3aHATTSA Ta A00pe iHoro
pO3yMie€, BiJIMOBII HA TUTAHHS BUKJIAJIA€ TIPABIILHO, ITOCIIIIOBHO T4 CHCTEMATHYHO, aJic BOHH HE €
BUYEPITHUMHU, X04Ya Ha JOAATKOBI MUTAHHS acMipaHT BiANOBiAae 0€3 MOMUIIOK; BUpIIIYye BCl 3a/1a4i 1
BUKOHYE MTPAKTUYHI 3aBAAHHS, BITUYBalOYU CKJIAQIHOII JUIIE Y HAaBa)KYMX BUIIAKaX.

Ouinka "32/10BiJIbHO" CTaBUTHCS aCHipaHTOBI Ha OCHOBI HOro 3HAHb BCHOTO 3MICTY 3aHATTS Ta
IpU 33J0BUIBHOMY pIiBHI HOro po3yMiHHS. ACHIpaHT CIPOMOXHHI BHUPILIYBaTH BHJI03MiHEHI
(cmiporieHi) 3aBJaHHS 3a JOMOMOTOI0 HAaBIAHMX MUTaHb; BUPINIYE 33a/adyl Ta BUKOHYE MPAKTHUYHI
HAaBUYKH, BIJUYYBAIOYM CKJIATHOIII y TMPOCTUX BHUIMAJKAaX; HE CIPOMOXHHUN CaMOCTIIHO
CUCTEMAaTUYHO BHUKJIACTH BIMOBI b, aJIe HAa MPSMO ITOCTABJICHI 3aIlIUTAHHS BiIIOBIIa€ IPABHILHO.

Ouinka "He3a10BI/ILHO'" BUCTABISAETHCS Yy BUIA/IKAX, KOJIM 3HAHHS 1 BMIHHS acIlipaHTa He
BIAMOBIAAIOTHL BUMOTaM "3a10BUILHOI" OI[IHKH.

OuiHoBaHHs caMOCTIiiHHOT po6oTH.

OniHroBaHHS caMOCTIHHOI poOOTH acHipaHTIB, siKa nepeadayeHa B TeMi MOps 3 ayIUTOPHOIO
po0OTOk0, 3A1MCHIOETHCS MMiJl Yac MOTOYHOTO KOHTPOJII0 TEMHM Ha BIANOBITHOMY IHPAKTUYHOMY
3aHATTI.

KpwuTepii oniHoBaHHA

dopMa KOHTPOJIO 1 CHCTEMa OLIIHIOBAHHS 3 JUCIUIUIIHYU 3A1MCHIOETHCS BIIMOBITHO 10 BUMOT
porpamMM JTUCHMILUIIHM Ta IHCTPYKLil, NpuiHATUX pimieHHAM Buenoi panu BHMY npotokon Ne2
Big 28.09.10. Illkana mepepaxyHKy TpaAMLIHHUX OLIHOK y pedTuHroBi Oamu (200 OamiB) aus
JUCLUIUTIH, 10 3aKiHYYIOThCS 3aJiIKOM NpHifHATa pimeHHsAM Buenoi pagu BHMYVY mpotokom Ne2
Bix 28.09.10.

BuBueHHsT mnpeaMeTy 3aKiHUYEThCS 3aJiKOM, SIKMI BIJOYBa€TbCsl HAa OCTAaHHBOMY 3a
po3knazgoM 3aHATTi. OIiHIOBaHb 3HaHb BiIOYBA€THCS HACTYMHMM YHMHOM: CyMa BCIX IMOTOYHHUX
OLIHOK JUIMTBCS Ha KUIBKICTh MPakTHMYHUX 3aHATh. OTpUMaHe cepeqHe 3HAYEHHS OLIHKH
MEPEBOIUTHCS y Oai 3T1HO €IMHOI YHIBEPCAIbHOT IIKAIH MepepaxyHKy TPaauliiHUX OLIHOK 3 5-
OanpHOI cuctemMu y peitunroni 6amu (200 Oaxi). [lns AMCHMIUIIH, IO 3aKIHUYYIOTHCS 3aJIKOM,
3aJIIK CTaBUTHCS MPH MiHIMANbHIN KidbkocTi Oamis 120.



IxaJua oninoBanusa: HanionajdbHa Ta ECTS

Cyma 6aniB 3a Bci Ouirika OriHKa 3a HaI[lOHAIBHOIO IIKAI0I0
BU/IU HABYAITBHOI ECTS TS 3aTTiKy
JiSUTBHOCTI
180-200 A
170-179,9 B
160-169,9 C 3apaxoBaHO
141-159,9 D
122-140,9 E
EX He 3apaxoBaHO 3 MOXKJIMBICTIO TIOBTOPHOTO CKJIAIaHHS
He 3apaxoBaHo 3 000B’13KOBUM MOBTOPHUM BUBYCHHSAM
F JUCLIUILTIHA

13. MeToauyHe 3a0e3ne4yeHHs
HaBuanpHMii KOHTEHT (KOHCIIEKT a00 PO3IIMPEHUH TUIaH JISKIIiN), TUIAHH MPAKTHYHUX (CEMIHAPCHKUX)
3aHATh, CAMOCTINHOI POOOTH, MUTAHHS, METOANYHI BKa3iBKH, 3aBJlaHHs a0 KeiicH Ui MOTOYHOIO Ta
IiICYMKOBOT'O KOHTPOJIIO 3HaHb 1 BMiHb 3/100yBaviB).

[Tepenik HaBYAIBHOTO O00JIaIHAHHS, TEXHIYHUX 3aCO0iB HABUAHHSI.
TexHiuHi 3acOO0M HaBYAHHS
* Komn'torepu.

®opma HaBYAHHSA: JIeHHA a00 y CTPOKH BCTaHOBJICHI 3aKOHOJIAaBCTBOM B YMOBAX CUTYallii, siKa
ckinanack 3 COVID-19 ¢popma HaBuaHHs MoKe OyTH 3MiHEHA HA TUCTAHLIHHY.
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