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BCTYII

IIporpama BuBYeHHS HaBYaJbHOI qucuumiainm  “KiiHiuHi  gociipkeHHs”  CKIIajeHa
BIIMOBIZIHO 10 OCBITHbO-HaykoBoi mnporpamu (OHII) miaroToBku moktopa ¢utocodii 3a
cneunianbuicTio 228 Ilemiatpis 2020 p, mo po3poOieHa BiINOBITHO 1O BHUMOT YHHHOTO
3aKOHOJIaBCTBa YKpaiHM Ta Ha OCHOBI OCBITHbO-HAYKOBOi INporpama 3i crmeuianbHOCTi 228 —
[lemiaTpis BiHHMIBKOTO HaNIOHAIBHOTO MeAW4YHOTrO YyHiBepcurery iM. M.I. Iluporoma Bifg
30.03.2017 p.

Onuc HABYAJIBHOI IMCUMILTIHM (AaHOTAILisT)

OCBITHbO-HAYKOBHIA PiBEHb BHILOI OCBITH Imependadae 3100yTTs 0COO0I0 TEOPETUYHUX 3HAHB,
YMiHb, HAaBHYOK Ta IHIIMX KOMIIETEHTHOCTEH, JOCTaTHIX Ui TPOIYKyBaHHS HOBHX ifIeH,
pPO3B’s3aHHS KOMIUIEKCHUX Tpo0jieM y Taiy3i mpodeciitHoi Ta/abo JOCTiAHUIILKO-THHOBAIIHOT
nisuibHOCTI (3akoH Ykpainu «IIpo Buiy ocity», 2014).

Acnipanty BuHeceH1 nutanHsa ocHoBM KepiBHuiurBa HanexxHoi kiiHIUHOT Ta 1ab0paTopHOi
npaktuku (GCP, GLP); HalfHOBITHINII JaH1 MO0 MPUHIUITIB TOKA30BOi MEIUITMHHU, TEPMIHOJIOTISA
Ta OCHOBHI JOKYMEHTHU OI0MEIMYHMX JOCIKEHb; ITpaBuila MJIaHyBaHHS, IPOBE/ICHHS, 3BITYBaHHS,
ayIUTyBaHHSA Ta 3aBepUICHHS BUIPOOYBaHb JIKAPCHKUX 3ac00IB; €TUYHI Ta MOPAJbHO-IIPABOBI
aCMeKTH JIOCIIHKEeHb; MOPSI0K MOBIIOMIICHHS PO MOOIYHI SBUILA Ta PEaKIIii.

CraTyc HaBYAJILHOI IMCHUILTiIHM: BUOIPKOBA.

IIpenMeToM BUBYCHHS HABUAIBHOI MUCHUIUTIHM € 3arajbHi MPHUHIMIM TPOBEICHHS
OloMeTMYHUX BUTTPOOOBYBAHb.

MixkaucuunjiHapHi  3B'SI3KM: BIIMOBIIHO JO HAaBYaJbHOTO IUTAaHY, BHUBYCHHS
HaBYaabHOT aucuuIuiind «KUTiHIYHI JOCTIUKEHHS» 3MIHCHIOETHCS, KOJIM acHipaHTOM HaOyTi
BIJIMTOB1/IH1 3HAHHSA 3 OCHOBHUX 0a3oBuX nucuuiutid Ha [l piBHI BUIIOT OCBITH, a TAKOX JUCIIMILTIH:
IcTopis dinocodii, SK METOIOJIOTIYHA OCHOBA PO3BUTKY HAYKH Ta IUBLII3aIlli, AHIJIHCbKA MOBa Y
HAayKOBO-MEIMYHOMY CIHUIKYBaHHI, MEIWYHA €THKa Ta JeoHToJoriss, Kyibrypa MOBH JiKaps:
TEPMIHOJIOTTYHUH acmekT, [IyOmikaiiiiHa aKTUBHICTh Ta HAYKOMETPHYHI 0a3u AaHuX, bioeTnyHi Ta
MEJIMKO-TIPAaBOBI OCHOBHM HAyKOBHX JOCIHIDKEHb. Y CBOIO uepry, aucuuiuiina «KiiHigai
JocTiKeHHsD GopMmye 3acay MOrIHOICHOr0 BUBYEHHS acMipaHTOM CIeHiali30BaHUX AMCLUILIIH
(Buyrpimnai  xBopoOu, Kapmionmoris, PeBmaronoris, ®@tusiatpis, [acTpoenrtepororis,
Ennmoxpunosnoris, 3arajJibHa mpakTHKa-ciMeliHa MeauiuHa, I[loGiyna mist mikiB, KiiHiuyHa
dhapmakogorisa, Kininiyna 6ioximis Ta mikpooionorisa, Kininiyaa mopdosoris, HopmanasHa aHatomis,
[Taronoriuna anaromis, Pizionorisa, IlaTosoriuna ¢izionoria, Papmakosoris, MikpoOiooris,
INicronoris, Xipypris, HepBoBi xBopo6u, Ouni xBopoOu, Opromenis Ta TpaBmarosoris, JIOP-
XBOpOOH, AKYIIEPCTBO Ta T1HEKOJIOTIs).

1. Mera Ta 3aBAaHHA HABYAJIbLHOI JUCIUILIIHA

1.1. Meroro BHKIAmaHHS HaBYyaidbHOI mucuumuniHd  «KaiHIYHI  JOCHIDKEHHSI» €
dbopMyBaHHS IUTICHOTO YSBJICHHS PO 3arajibHi TMOJIOKEHHS, TEPMIHU, MPUHIUIH Ta BUMOTH,
OLIIHKY €TUYHUX T2 MOPAJIbHO-TIPABOBUX ACHEKTIB, 0OpOOKyY Ta aHaJi3 pe3y/IbTaTiB MpU MPOBEICHH]
BUIIPOOYBaHb JIIKAPCHKUX 3aCO0iB.

1.2. OcHOBHUMH 3aBIaHHSIMH BHBUYE€HHS JUCLMIUNHN «KIIIHIYHI JOCIIHKEHHSI» €
3100yTTS acmipaHTaMu 3HaHb, HABMUYOK Ta BMiHb, L0 CKJIA/Ial0Th OCHOBY MalOyTHBO1 podeciinol
JUSUTBHOCTI.



1.3. KoMneTeHTHOCTI Ta pe3yJlbTaTH HaBYaHHSA, (POPMYBAHHIO SKHUX CIPHSE AUCHUILTIHA
(B32€MO3B 30K 3 HOPMATUBHUM 3MICTOM MIJrOTOBKH 37100yBaviB BUIIOi OCBITH, CPOPMYIHOBAHUM
y TepMinax pe3ynbratiB HapuaHHs OHII “Tleniatpis™ TpeThoro (OCBITHbO-HAYKOBOTO) PIBHS Taly3i
3HaHb 22 OxopoHa 310poB’s, cremianbHocTi 228 [eniatpis, ocBitHROI nporpamu “TlemiaTpisn™).

3rigno 3 Bumoramu OHII TpeTporo (0CBITHHO-HAYKOBOTO) PIiBHS BHUIOi OCBITH T'ajly3i 3HaHb
22 Oxopona 3m0poB’st cnemianbHocTi 228 Ilemiarpiss mucrmrurina “KimiHigHI gociimkeHHs”
3abe3neuye HAOyTTS acripaHTaMH HACTYIMHUX MPOTPAMHUX KOMIIETEHTHOCTEH:

Interpanbna kommnerentHicth (IK): 3maTHicTh po3B’s3yBaTH KOMIUIEKCHI MPOOJiEMH B
raimy3i mpodeciiiHoi MequuHOI MiSUTBHOCTI, TPOBOJMTH OpHUTIHAJIbHE HAYKOBE IOCTIDKEHHS Ta
3MIIICHIOBATH JIOCIIAHUIBKO-IHHOBAIIHY IISUTBHICTH B Tally3l OXOpOHI 3J0pOB’Sl Ha OCHOBI
IMOOKOTO TMEPEOCMUCIICHHSI HasBHUX Ta CTBOPEHHS HOBUX LUIICHUX TEOPETUYHHX abo
MPaKTUYHUX 3HaHb Ta/a00 MpodeciiiHOT MPaKTUKH.

3araabHi komnereHTHocTi (3K):
3K 1. 3patHicTs 10 nigBuUILEeHHS podeciiinol kBaidikaril
3K 2. 3patHicTh 10 TONTYKY, 00pOOJIeHHS Ta aHATI3y iH(OpMAIlii 3 pI3HUX HKEepes
3K 3. 3naTHiCTh BUSBIATH, CTABUTH Ta BUPIIIYBATH IPOOIEMH, TeHEPYBATH 1/1ei.

3K 5. 3pmatHicTh 10 chiKyBaHHS y TpodeciiiHOMY CepeloBHINI Ta 3 NMPEACTaBHUKAMH IHIIAX
npodeciii y HalioHAIbHOMY Ta MDKHAPOAHOMY KOHTEKCT1

CrnenianbHi (paxosi) komnerenTHocTi (CK):

®KI1. 3gaTHiCTh 10 PO3YMIHHS MPEIMETHOI 00JIacTi 32 0OpaHUM HAYKOBHM HAIIPSIMOM Ta OCBITHBOIO
TISUTBHICTIO

®K?2. 3nmaTHICTh BUABIATH TMOTpeOy B JTONATKOBUX 3HAHHAX Yy cdepi MEIUIIMHU Ta 3a HAMPSIMKOM
HayKOBHX JIOCITI/)KCHb, TCHEPYBATH HAYKOBI TiIIOTE3H

®K4. 3maTHicTh 00MpaTH METOAM Ta KIiHIICBI TOYKH JOCITIHKCHHS BIIMOBIAHO 10 IUICH Ta 3aBIaHb
HAYKOBOI'O TIPOCKTY.

®KS5. BonoainHs cydacHUMHU METOIaMH HAyKOBOT'O JOCITIHKEHHS

®K6. 3naTHICTh IHTEPIPETYBATH PE3yIbTaTH HAYKOBUX JOCIHIKCHD, TPOBOANUTH iX KOPEKTHHH aHAIi3
Ta y3araJbHEHHS

®KS. 3maTHICTP TPEICTAaBJIICHHS pE3yJabTaTiB HAYKOBUX JOCTIDKCHb B YCHIA 1 NMHCHMOBIH MOBI
BIJIMIOBITHO /1O HAIlIOHAJILHUX T4 MDKHAPOIHUX CTAaHAAPTIB

®K10. 3naTHiCcTh 10 JiIepCTBa, KEPYBAHHS KOJICKTHBOM

OK11. JlorpuMaHHS €TUKH Ta aKaJAeMidHOI JOOPOYECHOCTI

PesyibTaTH HAaBYaAHHA

IaTerpaTnBHi KiHleBi MporpamMHui pe3yJibTaTH HABYaHHS, (JPOPMYBAHHIO IKHX CIIPHSAE
HABYAJIbHA JMCIHUILTIHA.

IIporpamni pe3yastarn Hapuyanus (PH):

I[IPH1.  JlemoHcTpyBaTu  Oe3lepepBHHM  PO3BUTOK  BJIACHOTO  IHTENEKTYalbHOTO  Ta
3araJlbHOKYJIbTYPHOTO PiBHIO, caMmopeati3allii.

ITPH2. InTepnperyBaT Ta aHaNi3yBaTH H()OPMAILi0 3 BUKOPUCTAHHSAM HOBITHIX 1H(opMariiiHux
TEXHOJIOT1H.



[IPH3. BusBnsatu HeBupilleHI mpoOieMH y TpeaMeTHid o0nacti, (GOopMyloBaTH NHTAaHHS Ta
BU3HAYATH IIJISIXH 1X PIlICHHS.

[TPH7. TlosicHioBaTd MNPUHIUNK, CHEHNU(PIUHICTE Ta UYYTJIUBICTH METOIIB  JTOCHIIKEHHS,
iHPOPMATHUBHICTh 0OpaHUX MMOKA3HUKIB.

[TPHS. Bosoaiti, BIOCKOHAIIOBATA Ta BIPOBAKYBATH HOBI METOJMW IOCITIDKEHHS 32 OOpaHUM
HaNpsSMOM HAYKOBOTO MPOEKTY Ta OCBITHHOT MISUTBHOCTI.

[TPHY. AnanizyBaTtu pe3yiabTaTd HAyKOBUX JOCTIIKEHb, BAKOPHCTOBYBATH METOIU CTATUCTHYHOTO
TOCIIKESHHS.

[TPHI11. Ilpe3eHTyBatu pe3ynbTaTH HAYKOBHX JOCIDKEHb Y (GOpMi Mpe3eHTalii, MOCTepHHUX
JOTIOB1/IEH, ITyOJTiKaIiH.

[TPH12. Po3BuBaTu KOMyHIKallii B IpoeciiiHOMY cepeoBHILI i TpOMaJChKI cdepi

I[IPH15. OpranizoByBaTd  poOOTy  KOJEKTHUBY  (3100yBadiB  BHIIOI  OCBITH,  KOJET,
MDKIUCIUTITIHAPHOT KOMAH/IH ).

[IPH16. JloTpuMyBaTHCsl €THYHHUX MPUHIMIIB MpU poOOTI 3 MalieHTamH, J1a00paTOPHUMU
TBapUHaMHU.

[TPH17. doTpumMyBaTHCcsl akaJeMI4HOI JOOpOYECHOCTI, HECTU BIANOBIJAIBHICTh 332 JOCTOBIPHICTH
OTPUMaHUX HAYKOBHUX PE3YJIbTATIB.

QOuikyBaHi pe3yJbTaTH HABYAHHA 3 JUCUMILIIHN:
1. 3m00yBau BUIIOT OCBITH MOJKE MOSICHUTH CydacH1 MPUHIIMIH T0Ka30BO1 MEIUITUHH.
2. 3n1aTHUI Ha3BaTH OCHOBHI KJIIHIYHI €Tanmy PO3POOKH JTIKAPChKUX PEYOBHH.

3. 3mo0yBau BHUIIOi OCBITH MOe Ha3BaTH cydacHi ocHoBU KepiBHuirBa Hanexxnoi kimiHiuHOT Ta
nabopatoproi npaktuku (GCP, GLP).

4. 3paTHHI Ha3BaTH OCHOBHI JOKYMEHTH 010MEIUYHUX JOCIIKEHb, BOJIOIITH TEPMIHOJIOTIETO.

5. 3mo0yBau BHIIOI OCBITH MOKE TOSICHUTH TpaBWIa TUIAHYBaHHs, TPOBEICHHS, 3BITYBaHHS,
ayIMTYBaHHS Ta 3aBEPIICHHS BUMIPOOYBaHb JIKAPCHKUX 3aC001B.

6. 3maTHWif Ha3BaTH OCHOBHI €THYHI Ta MOPAJIBHO-TIPABOB1 ACMIEKTH 010MEIUYHUX JTOCITIIKEHbD.
7. BouoaiTn HaBUYKaMU II0A0 MOPSAIKY MOBIAOMIIEHHS MO MOOIYHI SBUIIA Ta PEAKIIil.

8. 3no0yBau BHIOI OCBITM 3IaTHUI OLIHUTH OYIKYBaHI PU3MKU Ta KOPUCTH AJIs MAIEHTIB BiJ
ydacTi B JOCHIDKEHHI JKapChKUX 3aco0iB; HamaBaTu iHQopmalito mnpo OioMenuuHe
BUNPOOYBAHHS MPETEHACHTaM Ta YYaCHUKaM JOCiKeHHs 3rigHo etnunux sumor GCP, GLP.

9. Bonoaitn HaBUYKaMM LI0JI0 KOPEKTHOTO pEECTpyBaHHs, 0OpOOKH, 30€peKeHHs Ta 3BITYBaHHS
iHopMallii, oTpuMaHoi mig yac 610MEAUYHOTO TOCTIKEHHS.

10. 3n00yBay BUIIOi OCBITM 3AAaTHUW OI[IHIOBAaTH KpHUTEpii BKIIOYEHHS Ta BUKIIOYCHHS,
IHTEpIpeTYBaTH pe3yibTaTH JIAOOPATOPHUX, KIIHIYHMX Ta IHCTPYMEHTAJIBHUX METOIIB
JOCITIKEHHS.

11. BonoaiTH HaBMYKaMM IIOJIO IHTEPIPETYBaHHA Ta 3BITYBaHHSA TMOOIYHUX CEpHO3HUX 1
HECepHO3HUX MOOIYHUX SIBUIIL TA PEAKIIii; OI[IHKU pe3yIbTaTiB 01I0MEIUYHHUX AOCTIIKEHb.

12. 3100yBay BHUIIIOT OCBITH MOKE€ MOSICHUTH OCHOBH1 MOHATTS 111010 MOAM(DIKAII] Ta CTATUCTUYHOT
00poOKM NaHUX pe3yibTaTiB JAOCTIIKEHb JIIKAPChKUX 3ac00iB, (piHAHCOBUX MUTaHb OIOMEIUYHHUX
BUIIPOOYBaHb.



13. IosicauT 0coOMMBOCTI poboTH [lep>kaBHOTO €KCIIEPTHOTO LEHTPY Ta KOMICIT 3 MHTaHb €THKH
[IPU JTIKYBAIbHO-TIPO(PLUIAKTHYUX 3aKIIa1axX.

2. IIporpama HaB4YAJbLHOI TUCHMILTIHA

Hucuumiina | Moaymi 3aranpHa Kpenutu Jlexii [TpakTrani | CamocriiiHa
KUTBKICTh €KTC 3aHATTA poboTta
TOJIUH

Koiaigui Monyns 1 45 15 6 24 15

JOCTIIKEHHS

Moayas 1

Ilopsaook nposedennsn eunpotosysans aikapcokux 3acooie. Ocnoeni acnekmu Kepienuymea
no nanexchiii Kniniuniii ma naoopamopuin npaxmuui (GCP, GLP).

Tema 1: HopmaTuBHO-IpaBoBe peryJIl0BaHHS IPOBeJeHHs OioMeIMYHUX BUNIPOOYBaHb B
Ykpaini

Konctutymis Ykpainu 1996 p.;

Cimeitauit Konexe Ykpainu, 2002;

3akoH VYkpaiHm «OCHOBHM 3aKOHOJABCTBA YKpaiHW TPO OXOPOHY 3J0pOB’S» BIa
19.11.1992 Ne 2801-XIl;

3akon Ykpainu «IIpo mikapceki 3acobm»,1996 p.;

3akon Ykpainu «[Ipo 3axuct mepcoHampHuX maHux» Big 01.06.2010 Ne 2297-VI,
«Hacranoa. Jlikapcbki 3aco0u. Hanmexxna kiminiyHa npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepmkena Hakazom MO3 Vkpainu Ne 95 Big 16.02.2009, 31 3MiHamMu,
BHeceHMMU Haka3zoM MO3 VYkpainu Bix 26.09.2017 Nel169;

[Topsimox mpoBeneHHs KIIHIYHUX BUIPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta EKCIEPTH3HU
MartepiaiiB KIIHIYHUX BUMPOOYBaHb 1 TUIIOBE MOJIOKEHHS TTPO KOMICIT 3 MUTaHb €THUKH,
3aTBeppKeHi HakazoM MO3 Ykpainu Ne 690 Bix 23.09.2009 31 3minamu;

«Hacranoga Jlikapcbki 3acobu. JocnimkerHs 6ioekBiBaenTHocT» CT-H MO3Y 42—
7.1:2016, mo 3aTBepmxeHa HakazoM MO3 Vkpainu Ne 22 Bin 12.01.2017p.;
«Hacranoga. Jlikapceki 3aco6u. [TomiOH1 OGio0T1uHI JIIKAPCHKI MpernapaTH, M0 MICTATh
MOHOKJIOHQJIBHI aHTHUTLIa — HEKIiHIYHI Ta KiiHiuyHI nutandsy CT-H MO3Y 42—
7.4:2015, 3atBepmxeHa HakazoM MO3 Ykpainu Bix 21.05.2015 Ne 295.

Tema 2. BunpoOyBanns jJikapcbkux 3aco0iB B Ykpaini. [Ipo0iemn Ta nepcnekTusmn

[NamieHTH OTPUMYIOTH IHHOBAIIIHHI JTIKM — IIAHC HA MTPOJOBXKEHHS KHUTTSL.

JIik1 HagaThCsl OE3KOIITOBHO.

Jlikapi OTPUMYIOTh JOCBiJ 3aCTOCYBaHHS Hall Cy4aCHMX TEXHOJOTIH JiKyBaHHs
3aXBOPIOBaHb.

CrnpusiHHS PO3BUTKY HayKH.

OHOBJIEHHS MaTepialibHO-TIKYBaIbHO1 0a3u.

HanxomkenHs 10 OroKeTy.




Tema 3. OcHOBHI J0KYMeHTH 0i0MeIUYHOI0 BUNIPOOYBAHHSI.

e bpomrypa gocnigHuka

e [IpoTokon GiOMETUYHOTO BUIIPOOYBAHHSI.

e InguBimyanbHa peectparliitaa Gopma.

o Iudopmarmis as namieHTa ta Gopma iHHOPMOBAHOT 3TOH.

Tema 4. KepiBunurpo 3 Hajexnoi npaktuku (ICH GCP Eé6 (R2)), GLP

[TincraBu ms crBoperas GCP, GLP.
I'apmonizamis GCP, GLP.

3minn GCP, GLP.

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

Tema 5. ETnuni acnexktu BHNpPoOyBaHb JiKapchbKuX 3aco0iB. 3arajbHi NPUHIUIKA
opraHizauii AisVIbHOCTI KOMICIii 3 NHUTAaHb €THMKHM MPH JIKYBAJbHO-NPOPLIAKTHYHUX
3aKJ1ajax, B IKUX NPOBOAATHLCS OioMeIUYHI BUNIPOOYBaHHS

ETanu po3BUTKY €TUYHUX MPUHIIMITIB IPOBEAECHHS O10MEIUYHUX JOCIIIKEHb.
[ToHsATTS Npo He3aNeKHUM ETUYHUIA KOMITET.

Ckman JIEK.

O608’s3ku JIEK.

[TpobmeMu MisTBHOCTI €TUYHUX KOMICIH.

Tema 6. IndopmoBana 3roaa.

e Bumoru 10 odopmiieHHs Ta 3MicTy iH(opMartii 11 marieHTa Ta GopMu 3roIH.
e YMOBHM OTPHMaHHS Ta MiIMUCAHHS IHPOPMOBAHOT 3TOJTH.
e 3ayBakeHH 110 iHGOPMOBAHOI 3TOIH.

Tema 7. ETanu po3po0xku JikapcbKUX Pe40BUH.

e Po3poOka JOKIIHIYHUX JTOCTIKCHbD.
e Jlocmimkenns I dasm.

e Jlocmimkenns I dazm.

o Jlocmimkenns I dazu.

o Jlochmimkenns IV ¢azm.

Tema 8. [IpyHIUIHN J0KA30B0I MeIHUIIMHH

e [loHATTS NpoO JOKA30BY MEAULIUHY.
e [IpuHIMIU AOKA30BOT MEAULIHHU.
e BrpoBampkeHHs pe3yiabTaTiB 610MeINYHUX JTOCTIKEHb B HACTAHOBH JUIA JIIKAPIB CBITY.

Tema 9. [loHsATTS PO MOOIYHI ABMINA Ta peaKuii

e HenepenbauyBana noGiuHa peaxiiis.
e [lo6iuHa peakiris.



[To6iune sBUTIIE.
Cepiio3Ha mo6iuHa peakilis abo cepiio3He MoOiuHe SBUIIIE.

Tema 10. ITopsigok peecTpanii Ta MoBiIOMJIEHHS PO NMO0iYHI IBMINA Ta peakuii.

Tema

Opranizaitis 300py, MEPEBIPKU Ta HAJAaHHS TOBIJOMJICHB ITPO TOOIYHI SBUIIA/PEAKIIii.
[loHATTS TPO NOBIZOMIIEHHS TpO MOOIYHI sIBUINA/peakiii Ta 3BiTH Oe3MeYHOCTi
JOCIIDKYBAHOTO JIIKAPCHKOTO 3aco0y, sIKi CIIOHCOP HAaJa€ 10 IEHTPY Ta JO KOMICIi 3
MUTaHb €THKH.

[lousTTS TpO mMOBimOMIIEHHS PO MOOIYHI SIBHUINA/peakiii, sKi CIOHCOp HAamae 10
BiJIIOBIAATLHOTO JIOCITITHIKA/IOCT I THAKA.

11. Bumorum g0 pocaignukiB Ta JIII3/micusi mnpoBeaeHHss OGioMeau4HOro

BUIIPOOYBaHHS.

Bumoru 10 1ocimigHuKIB.

OO60B’3KH AOCTITHUKA.

IlousTTs “imeanbHUN JOCITITHUK .

Bumoru no JIT13/Mmictis nmpoBeneHHs 010MeAMYIHOTO BUIIPOOYBaHHS.

3ayBaxkeHHs 1o Indopmanii npo JIII3/micue npoBeneHHs BUNPOOYBaHb JIKapChKUX
3ac00iB.

Tema 12. KoHTPOJIb AKOCTI BUIIPOOYBAHHA JIKAPCHLKHUX 32C00iB.

[ToHATTS PO yIpaBiIeHHS AKICTIO OI0MEIUYHOTO BUIPOOYBAHHS.
Momnitopunr. O0csT 1 XapakTep MOHITOPUHTY

OO0O0B’sI3KM MOHITOpA J0CTKCHHS.

Aymut. Meta. Bubip aynutopis Ta ix kBamgidikaris

Tema 13. Ayaur (iHcnekuisi) 6ioMmeIMYHOr0 BUNPOOYBAHHS.

[TonsaTTs po ayauT (IHCTEKITi10) 010METUYHOTO BUITPOOYBAHHS.
Bunu aynury.

Etanu npoBeneHHs ayaury.

Tunu 3ayBakeHb, BUSBJICHUX M1 4ac ayauTYy.

3. CTpykTypa HABYAJBHOI M CUHUILTiHA

Ha3Bu 3MICTOBHX MOAYJIIB Bcboro Jlekuii IHpaKanHi Camocriiina
i TeM BanaTTs podora
[lopsimok  mpoBeieHHS  BHUIIPOOOBYBAaHb

mikapchkux  3aco0iB. OCHOBHI  acCHeKTH
KepiBHUIITBA MO HaJEXHIA KIIHIUYHIA Ta

naGopaTopniit npakruii (GCP, GLP). 3 2 - 1
HopmaTuBHO-TIpaBoBe perysroBaHH
NpOBEACHHST OlOMEAMYHHMX BUIPOOYBaHb B
VYkpaini 2 - 2 -
- 2 -

BumnpoOyBanHst  JikapchbKux 3aco0iB B




VYxpaini. [Ipobnemu Ta nepcrneKTHBH.

OcHoBHI JIOKYMEHTH OloMeTUIHOTO
BUITPOOYBaHHS.

KepiBauurBo 3 nHanexHoi npaktuku (ICH
GCP E6 (R2)), GLP.

Bumorn po nocmimaukie ta JII3/micus
MIPOBEACHHS 0IOMEIMYHOTO BUIIPOOYBAHHS

ETnuni acniektn BUNpoOyBaHb JKAPCHKUX
3aco0iB. 3arajbHi NPUHIMIN OpraHi3amii
JISUTBHOCT1 KOMICIM 3 MHUTaHb €TUKU TPHU
JIKYBaJIbHO-TIPO(UIAKTUYHUX 3aKjaiax, B
SIKUX MPOBOIATHCSA OloMeauuHI
BUNPOOYBaHHS

biomenuuni BumpoOyBaHHA 3a y4yacTiO

HEZI€3/1aTHUX JOCII/DKYBaHUX, AK1
HECITPOMOKHI CaMOCTIITHO JlaTu
1HhOpMOBaHy 3roay

Bumoru 1o yuacTi nitedt y BUIpoOyBaHHSIX
JKapChKUX 3aC001B

BpazmuiBi cy0’ekTH Ta MOMIMBICTH iX
y4acTi y 610MeIMUHUX BUTIPOOYBAHHSIX

[ndopmoBana 3roja.

[Tonsarts mpo COII koMiciii 3 TUTaHb €TUKU
npu JIKYBaJIbHO -
MpoGUIAKTUIHUX 3aKIagax

JisnpHIiCTh [lepikaBHOTO €KCIIEPTHOTO

uentpy MO3

3axuCT MpaB MaIl€HTIB

KitiniuHi eTanu po3poOKH JIIKapChKUX

PCUOBHH

[TpuHIMIIH 1O0KAa30BOT MEAUIIAHM.

[ToHATTS PO TOKIIIHIYHE BUBYCHHS

0e3MeKH JTIKapChbKUX 3ac00iB

Mertozonoris OiOMEIUYHUX BUIPOOYBaHb
(moIBiifHO clIiIe, CJIiIIeE, mIaebo-
KOHTPOJIbOBAHE, TMOPIBHAJIBHE 3 TPYIOIO
aKTUBHOT'O KOHTPOJIIO, 3 TPyIIaMU aKTUBHOTO
1 mane6o - KOHTPOITIO)

[loHATTS mNpPO  CYTTEBY  TEpaneBTHUHY]
KOPUCTh BUNPOOYBaHHS JIIKAPCHKUX 3ac00iB

[TonsTTS Mpo MoOIYHI SIBUIIIA Ta PEeaAKIIil




[Topsinok peectpariii Ta moBizoMiIeHHs ipo | 1 - 1 -
MOOIYH1 SIBUIIA Ta PEaKIIil
[ToBigoMueHHs Tpo MOOIYHI ABUIIA 1 1 - - 1
peaxiiii, IKi HaJlae BIMNOBITaTbHUI
JOCIITHUK /TOCITITHUK JIO0 CITIOHCOPA.
[ToBigoMieHHS PO MOOIYHI ABUIIA 1 1 - - 1
peaxiiii, IKi HaJiae BiMNOBITaTbHUI
IOCHIIHUK /TOCITIAHAK 10 KOoMicii 3
MTUTaHb €THKH.
Bumorwu 110 ckiiagaHss noBijoMiieHHs mpo | 1 - - 1
MiJI03pIOBaHy HerepeadauyyBaHy Ceplio3Hy
MOOIYHY peaKIlio.
Bumorn po pocmiguwkis Tta JII3/micus
MPOBEJIEHHS 610MEAUYHOTO BUNPOOYBaHHS | 2 - 2 -
KoHTpoms sikocTi BUnpoOyBaHHS JIIKAPCHKUX
3aco0iB 2 - 2 -
OO60B’s13KHu CHIOHCOpA 1 - - 1
Ayaut (tHCTIEKITis) 0loMeTUIHOTO
BUNPOOYBaHHS 2 - 2 -
3ayBaKeHHSI, K1 MOXKYTh OyTH BUSBJICHI i1
yac ayaury OiOMETUYHOTO BHIPOOYBAaHHS
BUSIBJICHI 1 - - 1
Ycboro 45 6 24 15
4. Temu Jexkuin
IKinbKicTs
Ne 3/n Ha3zga Temu
FOIMH
1. ITopsinok mpoBeeHHs BUPOOOBYBaHb JIKapChKUX 3ac00iB 2
Bumorun mo mocmigaukiB ta JIII3/micus mpoBeneHHS OiOMETUYHOTO
2. BUITPOOYBaHHS 2
3. 2
ETryHi acnekTy BUMPoOyBaHb JTIKapChKUX 3ac00iB. 3araibHi MPUHIUIH
Oprasizailii AiJIbHOCTI KOMICIH 3 MUTaHb €THUKH TNpHU JIIKyBaJbHO-
npodUTaKTHYHUX  3aKiIagax, B MPOBOATHCS  OioMeanyHi
BUTPOOYBaHHS JTIKAPCHKUX 3aCO0IB
Yceboro 6




5. Temu npakTHYHUX 3aHATH

No IKinbkicTs
Ha3ssa Temu
3/11 O H
HopmaTuBHO-1IpaBoBe peryIroBaHHS MIPOBEICHHS OiomMeTMYHNUX|
1. BUIIPOOYBaHb B YKpaiHi 2
2. BumnpoOyBanns nikapchkux 3aco0iB B Ykpaini. [Ipodiaemu Ta nepcrektusu | 2
3. OCHOBHI1 JOKyMEHTH O10MEMYHOTO BUITPOOYBaHHS 2
4. Kepisuuurso 3 HanexHoi npaktuku (ICH GCP E6 (R2)), GLP 2
ETnuni acnektu BunpoOyBaHb JIKapChbKUX 3ac00iB. 3aranbHI HNPUHIIMIIN
oprasizauii JISUTBHOCTI KOMICIH 3 IIATaHb €TUKH py
JIKYBaJbHO-TIPO(PUIAKTHYHUX 3aKJIaJIaX, B SKUX MPOBOIATHCS OloMEIN4H]
5. BUNPOOYBaHHS 2
6. [HpopmoBaHa 3roga 2
7. ETanu po3po0Oku nikapchKUX peyOBUH 1
8. [TpuHIIUIHA TOKA30BOT MEIUITUHI 2
9. [ToHsATTS Mpo MOOGIYHI SIBUIIA Ta PEAKITiT 2
10 [Topsimok peecTpartii Ta MOBIAOMIICHHS PO MOOIYHI SIBUIIA Ta PEAKITIi 1
Bumorn nmo nocmigaukiB Ta JIII3/miciis mpoBeneHHS 0i0METUYHOTO
11 BUIPOOYBaHHS 2
12 KonTposb sikocTi BUIpoOyBaHHS JIKapChKUX 3aC00IB 2
13 Aymut (1HCIIeKIis) 610MEIMYHOTO BUIPOOYBaHHS 2
Ycboro 24
6. Camocriiina poo6ora
Ne IKinbKkicTs
Tema
3/ rOJIUH
1. ITopsinok mpoBeeHHS BUPOOOBYBaHb JIKapChKUX 3ac00iB 1
biomenuuni BUMpoOyBaHHS 3a Y4acTiO HeNi€3JaTHUX JOCHIIKYBaHUX, SIKi
2. HECIPOMO>KHI CAMOCTIHHO J1aTH 1H(POPMOBAHY 3T0ly 1
3. BuMoru 1o yuacti aiteil y BUIpoOyBaHHSX JIIKAPCHKUX 3aC00IB 1
Bpa3nuBi cy0’ekTH Ta MOXIUBICTE iX ydacTi 'y OloMeaMyHMX
4. BUITPOOYBaHHSIX 1
ITonsarTs po COIl KOMiciit 3 [IUTAHb €TUKU IpH
S. JTIKYBaJIbHO-TIPO(LIAKTHUHUX 3aKIIa1ax 1
6. HismbHicTh [lepkaBHOTO ekcriepTHOTo nentpy MO3 1




1. 3axucT mpas MaIiEHTIB 1

8. [ToHATTS PO AOKIIHIYHE BUBUYEHHS OE3MEKH JIIKapChKHUX 3ac00iB 1

Mertoposnoris 6iomeanyHUX BUIPOOYBaHb (MOJBIIHO ciine, ciirne, rniamnedo-
KOHTPOJILOBAHE, MOPIBHIBHE 3 TPYNOI0 aKTUBHOT'O KOHTPOJIO, 3 TpylaMu
9. AKTUBHOTO 1 11arie0o0 - KOHTPOJTIO) 1

[ToHATTS TIPO CYTTEBY TEpaNeBTUYHY KOPHUCTh BUIPOOYBAHHS JIIKAPCHKUX
10. 3aco0iB 1

11. [ToBimoMieHHS Tpo MOOIYHI SIBUIIA 1 peaKilii, sIKi HaJae BiNOBINATEHUN 1

JOCIITHUK /TOCITITHUK JIO CIIOHCOPA.

12. [ToBimomeHHSs PO MOOIYHI SBUINA 1 peaKIlii, iK1 HaJa€e BIAMOBITAIbHUI 1

JOCIITHUK /HOCHIIHUK 10 KOMICIT 3 TATAHb ETUKH.

13. Bumornu 110 cxiiajaHHs MOBIJOMIIEHHS IIPO M1I03pIOBaHy HemependauyBany | 1

Cepio3Hy MOOIYHY pPeaKiiro.

14. OO0o0B’s13KM CIIOHCOpa 1

3ayBakeHHsI, SIKI MOXYThb OyTH BHUSBIIEHI Mijf 4ac ayauTy OiOMEeIWYHOTrO
15. BUNPOOYBaHHS 1

Ycworo 15

7. 3aBaaHHs AJs1 caMOCTiifHOT podoTu: OmpalfoBaHHs MaTepiaay 3TiIHO TEMaTUYHOTO TUIAHY
13 3aCTOCYBAaHHSIM Cy4acHUX 1H(GOPMAIIHHUX TEXHOJIOTIH.

8. IngmBinyaabni 3aBaanHsi: HammcanHs pedepaTy, JONOBiAb HA 3acilaHHSAX HayKOBHX
KOH(EPEHIIiH, IMAroTOBKa HAYKOBO1 CTATTI, pallioHAII3aTOPCHKI ITPOTIO3HIIii, TATCHTH.

9. Meroau HaBuyaHHs: [IpakTuyHi 3aHATTS, MIACYMKOBI 3aHATTS, MOAY/Ib, JIEKIIii, KEPIBHUIITBO
H/IPC. BukopucraHHs AMCTAHIIIHOTO HaBYaHHS — 3 3aJy4EHHSM acHipaHTiB JI0 MDKHAPOIHO
BHU3HAHUX KypCIB Ta OCBITHIX pecypciB, HaBYallbHA AUCKYCis, Cylepedyka, OOrOBOpPEeHHs OyIb-
SIKOTO TIMTaHHS HAaBYAJIBHOTO MaTepialy, CTBOPEHHS CUTYallii iHTepecy B MpPOIECi BUKIATaHHS
HABYAJILHOTO MaTepially 3 BUKOPHCTAHHS IPUT0Jl, TyMOPHCTUYHHUX YPUBKIB, CTBOPEHHS CUTYyallii
HOBHM3HM HaBYaJbHOT'O MaTepiaiy, Oropa Ha >KUTTEBUHN JOCBII.

10. Meroau ouniHOBaHHSI (KOHTPOJIIO): YCHUI KOHTPOJIb: OCHOBHE 3allMTaHHs, J10JATKOBI,
JOTIOMDKHI; 3alUTaHHSd Yy BHUIJIAI MpoOJieMH; IHAMBiNyaldbHE, (pPOHTAJIbHE ONMUTYBaHHS 1
KOMOIHOBaHE; MUCbMOBUI KOHTPOJIb; IPOTPAMOBAaHUN KOHTPOJIb.

11. ®dopMa miZCyMKOBOro KOHTPOJI YCHIIIHOCTI HABYaHHA: 3alIKOBI Oanu  acmipaHTa
CKJIAJIAI0ThCA 3 CyMHU OaJiB MOTOYHOTO KOHTPOJIIO, OTPUMAHUX IIiJT 4ac 3aHSATh.




12. ®opma MOTOYHOr0 KOHTPOJIIO ycmimHocTi HaByaHHa: Ominka 3 gucrumuniag “Kniaigai
JOCII/DKEHHS” BUBHAYAETHCS 3 YpaxyBaHHSIM NOTOYHOI HABYAIBHOI AISJIBHOCTI acIipaHTa i3 BCiX
TEM 3a TPATUIIHHOI 4-0aIbHOI0 CHCTEMOIO (BiIMIHHO, 10Ope, 3aJ0BUILHO, HE3aJ0BUIHHO) 3
MOIANBIINM NiepepaxyHKkoM y 200-0anbHy mIKay.

Ouninka '"BiZMiHHO'" BHCTaBIAE€THCS y BHIAJAKY, KOJM acCHipaHT 3HA€ 3MICT 3aHATTS Ta
JEeKI[IMHANA MaTepiall y MOBHOMY 00Cs31, LTFOCTPYIOUYH BIiAMOBiNI PI3HOMAHITHUMH TPUKIIAIAMH;
Jla€ BUYEPITHI, TOUHI Ta SICHI BiAMOBiAl 0e3 Oynb-IKUX HaBITHUX NMUTaHb;, BUKJIAga€ MaTepian 0e3
MOMMJIOK 1 HETOYHOCTEH; BUIPHO BHUPINIYE 3a/1adi Ta BUKOHYE MPAKTUYHI 3aBJAHHS PI3HOTO
CTYIIEHIO CKJIQJIHOCTI, CAMOCTIHO TeHEpY€e IHHOBAITIIHI 11ei.

Ouinka "100pe' BUCTABISETHCSA 32 YMOBH, KOJH aCIipaHT 3HAE 3MICT 3aHATTS Ta A00pe Horo
poO3yMi€, BIIOBIII HA MUTAaHHS BUKIIAJA€ MPABWILHO, IMMOCTIIOBHO Ta CUCTEMATHYHO, aj¢ BOHU
HE € BUYEPIHUMHU, X04a Ha JAOJATKOBI MUTAHHS acHipaHT BIINOBIAA€ O0€3 MOMUIIOK; BUPIIIYE BCl
3a/1a4l 1 BUKOHYE MMPaKTUYH1 3aBAAaHHS, BIIUYBAaIOUN CKJIAJHOMII JUIIE Y HalBAKUMX BUIIAKAX.

Ouinka "3a10BiIbHO" CTaBUTHCS ACMIPAHTOBI HA OCHOBI HOTO 3HAHb BCHOTO 3MICTY 3aHSATTS Ta
IIpU 33J0BUILHOMY PIBHI MOro po3yMiHHsS. ACHIpaHT CIIPOMOXHHI BUPILIYBaTH BUJO3MIHEHI
(cmpoiiieHi) 3aBIaHHS 3a JOTIOMOTOI0 HABIIHUX MUTAaHb; BUPILIYE 3ajadl Ta BUKOHYE MPAKTHYH1
HaBUYKH, BIIYYBAlOYM CKJIQJHONII Yy TPOCTUX BHUIIAJKAX; HE CIPOMOXKXHUUA CaMOCTIHHO
CHUCTEMAaTUYHO BWKJIACTH BIIMOBINb, aje Ha NPSAMO TIOCTABJICHI 3amUTaHHSA BIAMOBITAE
MIPaBUIIBHO.

Ouninka '"He3a/10BiJIbHO'" BHCTaBISETHCS y BUIMAJAKaX, KOJIM 3HAHHS 1 BMIHHS aclipaHTa He
BIJIIIOBIAIOTh BUMOTaM ''3a10BUIHHOT" OIIHKM.

OuiHlOBaHHA CaAMOCTIHHOI po0oTH.

OmniHOBaHHA CaMOCTIHHOTI pOOOTH acmipaHTIB, sKa TependadeHa B TeMi MOpsn 3
ayIUTOPHOIO POOOTOIO0, 3MIMCHIOETHCS ITiJl Yac MOTOYHOTO KOHTPOJIO TEMH Ha BiIMOBIIHOMY
MPaKTUYHOMY 3aHSTTI.

Kpurepii ouinioBaHHs

dopMa KOHTPOJIIO 1 CHCTEMa OIIHIOBaHHS 3 JUCUUIUIIHU 3IHCHIOETHCS BIIMOBIIHO JI0
BUMOT' TIPOrpamMu JMCHMILUTIHA Ta IHCTPYKIii, NMPUHAHATHX pimieHHsM Buenoi pamn BHMY
npotokost Ne2 Bix 28.09.10. [llkana nepepaxyHKy TpaAuLIHHUX OLIHOK Y peiTuHroni 6amu (200
0amiB) ISl TUCIUIUTIH, IO 3aKIHYYIOTHCS 3alliKOM MpHiiHATa pimeHHsM Buenoi pagu BHMY
npoTokoJ Ne2 Bix 28.09.10.

BuBueHHsS mnpeaMery 3aKiHUyeThbCs 3aJIiKOM, SKHW BiIOYBae€ThbCs HA OCTaHHBOMY 3a
po3knaaoM 3aHATTI. OliHIOBaHb 3HaHb BiOYBA€THCS HACTYIIHUM YHWHOM: CyMa BCIX MOTOYHHX
OIIIHOK JUIMTHCS Ha KUIBKICTh NPAKTUYHUX 3aHATh. OTpUMaHE cepelHE 3HAYEHHS OIIHKH
NEPEBOANUTHCS Y Oalyl 3TiIHO €IMHOI YHIBEpCAIbHOT IKAIK NepepaxyHKy TPaAULIHHUX OLIHOK 3
5-6anbHOI cuctemu y peitunroni 6amu (200 6amiB). [ AMCHHUILTIH, 110 3aKIHYYIOTHCS 3aTIKOM,
3aJIiK CTaBUTHCS NMPU MIHIMaNbHIN KUTbKOCTI OaiiB 120.

IIIkaja oniHroBanHA: HanmioHaJanHa Ta ECTS



. . Orinka 3a HaI[lOHAJTBHOIO MIKAJIOI0
Cyma OamiB 3a Bci .
BUIIA HaBYaJIbHOT Ouirka TUTSL 3QUTIKY
) . ECTS
JISUTBHOCTI
180-200 A
170-179,9 B
160-169,9 C 3apaxoBaHO
141-159,9 D
122-140,9 E
He 3apaxoBaHO 3 MOKJIMBICTIO TIOBTOPHOTO CKJIaaHHS
FX
He 3apaxoBano 3 000B’SI3KOBUM MOBTOPHUM BHBYEHHSIM
F JTUCIIATUTIHA

13. MeTroanuHe 3a0e3Me4eHHA

HapuanbHuii KOHTEHT (KOHCHEKT a0o0 pO3MMPEHUH IUIaH JIeKIlIH), TUTAaHH TPAKTHIHUX
(ceMiHApCHKUX) 3aHATh, CAMOCTIHHOT pOOOTH, MUTAHHS, METOJANYHI BKa31BKH, 3aBAaHHS a00 KeWcH
JUTSl TIOTOYHOTO Ta IMJICYMKOBOTO KOHTPOJIIO 3HaHb 1 BMiHb 3/100yBaviB).

[Tepenik HaB4aIbHOTO O0JIATHAHHSA, TEXHIYHUX 3acO0IB HaBYAHHS: MaTepiaibHi, HEMaTepialbHI Ta
HIII pecypcH, M0 3HAXOAATHCS Y KOPUCTYBaHHI IS TTPOBAKEHHSI OCBITHBOI JISUIBHOCTI, a came
MeIIanpoOeKTOP, MePCOHATBLHI KOMIT'IOTEPH.

dopMa HaBYaHHSA: JieHHA a00 MoXe OyTH 3MiHEHa Ha JUCTAHIIMHY, BPAaXOBYIOUH BIMCHKOBHMA
CTaH, KM TpUBA€ B YKpaiHi.

14.  PexomMeHj0BaHa JiTepaTypa
1) Ocnoena nimepamypa:

1. binoycoa H, ComosiioB C, Kabauna A. (2023) TeopeTHko-METOAMYHI 3acaad OIIHKH
MenuuHuX TexHosorii [Enxexrponnuit pecypc]: monorpadis. Kuis: TOB «lOpka JlroOueHka»
[ykpaiHcbka]. Pexxum noctymy: https://lib.iitta.gov.ua/736032/1/monografiya blok.pdf

2. BepxoBHa Pana Vkpainu. 3akon Ykpainu «lIpo mikapceki 3acobu», 123/96-BP. Bunydeno 3
https://zakon.rada.gov.ua/laws/show/123/96-sp#Text (mata 3BepHenHs: 29.09.2023)

3. BepxoBna Paga Ykpainu. ['enbcincbka neknapaitist BececBiTHb01 MeanuHo1 acorianii «ETudni
NPUHLIUIN MEAUYHUX JOCTIDKEHb 32 Y4acTIO JIIOAMHU Y SKOCTI 00'€KTa JOCITIHKEHHS».
URL.: https://zakon.rada.gov.ua/laws/show/990_005#Text (nata 3Bepuenns: 29.09.2023).

4. NlepxaBHe mignpueMmctBo «JlepskaBHuit Excriepthuil Llentp MO3 Ykpainu». Bruius BiiiHu Ha
NpOBECHHS KIiHIYHIX BUIpoOyBans JI3 B Ykpaini. URL: https://www.dec.gov.ua (nara
3BepHeHHs: 29.09.2023).

5. JlepxaBue mianpueMctBo «JlepxaBuuit Exkcriepruuii Lentp MO3 Ykpainu. [ndopmaniitna
JIOBiJIKa PO CTaH KJIIHIYHUX BUIPOOYBaHb B YKpaiHi y mepion 3 01.04.2023 no
30.06.2023. Buydeno 3: https://www.dec.gov.ua/wp-



https://www.dec.gov.ua/wp-

ontent/uploads/2023/07/infodovidka_shhodo_stanu_provedennya_kv_za_i_pivrichchya.pdf
(mara 3BepHeHHs: 29.09.2023).

6. 3akoH VYkpainm «OCHOBM 3aKOHOJABCTBA YKpaiHM NP0 OXOpOHY 340poB’s» (BimomocTi
Bepxosuoi Pagu Ykpainu (BBP), 1993, N4, ct. 19).

. 3akoH Ykpainu Bin 28 mumusa 2022 poxy Ne 2469-IX «IIpo mikapchKi 3aco0m»

8. Haxka3z MiHnicrepcTBa oxopoHH 3710poB’s Ykpainu 23.09.2009 Ne690 (y penmakmii mHakazy MO3
Vxpainn 12.07.2012 Ne523) «Ilopsimox mpoBeneHHS KIIHIYHUX BHUIPOOYBaHb JIIKAPCHKHX
3ac00iB Ta EKCIIEPTU3U MaTepiajiB KIIHIYHIUX BUIPOOYBaHbY.

9. HacranoBa CT-H MO3YV 42-7.0:2008. — Jlikapcbki 3aco0u. Hanexxna kiiHiuHa mpaktuka / B.
Mansnes, M. JIsnynos, T. Byxriaposa Ta in. — Kuis, MO3 Ykpainu, 2023

\l

10.Hakaz MO3 Vkpainu Big 20.03.2024 Ne 480 "IIpo 3arBepmkeHHs ctanmapty "Hacranoma.
Jlikapcbki 3aco6u. Kimacudikartist 1ikapchbKUX 3ac001B TiepeoBoi Tepartii'.

11. Hakaz MO3 VYkpainu Bim 12.11.2024 Ne 1895 "IIpo 3arBepmkenHst cranmapty «Hacranosa.
Jlikapcbki 3acobu. Bumoru 10 10cke I0CHIKYBaHUX JIIKAPCHKUX 3ac001B MepeaoBoi Teparii y
MeXxax KJIIHIYHUX BUIIPOOYBaHb»"

12. HacranoBa CT-H MO3Y 42 — 9.0:2024. — Jlikapceki 3acobm. Knacudikaris JikapchbKux
3aco0iB nepenosoi tepanii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuis, MO3
VYkpainn, 2024.

13. Topsinok mpoBeAeHHS KIIHIYHUX BUTIPOOYBaHb JIKAPCHKUX 3aC00IB Ta €KCIIEPTHU3H MaTepialliB
KIIHIYHUX BUNPOOyBaHb Ta THUIOBE MOJOXKEHHS MPO KOMICIIO 3 NUTAHb €TUKH, 3aTBEPIKEHI
Haka3oM MiHicTepcTBa 0XOpOHH 370poB’st Ykpainu Bix 23.09.2009 p. Ne 690.

14. IluBineHuii koaekc Ykpaiau (Bimomocti BepxoBuoi Panu Ykpaiau (BBP), 2003, NN40—44, cr.
356.

15. The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of
Research, Report of the National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research, Department of Health, Education and Welfare, The
National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research, April 18, 1979 (ohsr.od.nih.gov).

2) [onomixcna nimepamypa:

1. Hacranoa CT-H MO3V 42-7.10:2022 — Jlikapcbki 3acoou. JlociimkeHHs: 610€KBIBaIGHTHOCTI
/ M. babenko, €. Tkauenko, M. ['omoBenko Ta iH. — Kuis, MO3 Ykpainu, 2022.

2. Hacranosa 'Jlikapceki 3acoou. Hanexxna kininigaa npaktuka (GCP) ICH E6 (R3). CT-H MO3VY
42-7.18:2025', 3arBepmreno Hakazom MinicTepcTBa oxopoHH 310poB's Ne1686 Bim 05.11.2025

3. Hacranosa CT-H MO3Y 42-8.6:2025 «Jlikapcbki 3acobu. Bumoru 10 1okyMeHTarii 3 sKocTi
Ha 010JIOTIUH1 JOCITIKYBaH1 JTIKapChKi 3aCO0M y MeKax KIIHIYHUX BUIIPOOYBaHb)

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€sporneiicbka dapmaxones (Ph.
Eur.) 11-e BumanHs. €BpOINEHCHKUN TUPEKTOPAT 3 SKOCTI JIKIB i OXOpOHHU 310poB’ss — Pana
€Bponu, Strasbourg Cedex, Opantris 2024).

5. Trials of War Criminals before the Nuremberg Military Tribunals under Control Council Law
No. 10, Vol. 2, pp. 181-182. Washington, D.C.: U.S. Government Printing Office, 1949.

3) Ingpopmauinuni pecypcu:
1. World Medical Association Declaration of Helsinki. Ethical Principles for Medical Research
Involving Human Subjects. Adopted by the 18th WMA General Assembly, Helsinki, Finland, June
1964, and amended 1975, 1983, 1989, 1996, 2000 (www.wma.net).

2. Council for International Organizations of Medical Sciences International Ethical Guidelines
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