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BCTYII

IIporpama BUB4YEHHS HaBYaJbLHOT qucumminn  “Kniiniuni  JOCHiUKeHHs — CKIaneHa
BLAMOBIZHO M0 oOCBiTHRO-HaykoBoi mporpamu (OHII) miaroToBkd J0KTOpa dinocodii 3a
cnemianbicTio 222 Memumuna 2020 p, wo po3pobreHa BiANOBIAHO 1O BUMOT HHHHOIO
3aKOHOJABCTBA YKpAlHM Ta Ha OCHOBi OCBITHBO-HAYKOBOI Mporpama 31 cmemiagbHOCTI 222 —
MenuiuEa BiHHMIBKOro HAIOHATBHOrO MEAWYHOTO YHIBEPCHTETY IM. M.I. TluporoBa BiX
16.06.2016 p. (3i 3minamu Bin 25.05.2017 p.)

Onuc HABYAALHOY AUCUUILTIHA (AHOTANLis)

OCBiTHBO-HAyKOBHi piBEHb BHILOI OCBITH Hepenbadae 3000yTTs 0Cc000I0 TEOPETUYHUX 3HAHb,
yMiHb, HAaBMYOK Ta IHIIMX KOMIIETEHTHOCTEH, NOCTATHIX Ul MPOMYKYBaHHS HOBHX ine#,
PO3B’sI3aHHS KOMIUIEKCHHX HpoOJieM y raiysi mpodeciiHol Ta/abo MOCHIIHUIBKO-IHHOBALIAHOI
nisueHOCTI (3akon Ykpainu «IIpo Bumty ocBity», 2014).

AcriipanTy BuHeceHi muTaHHs ocHoBH Kepisnuursa HanexHol KJIiHiYHOT Ta JJabopaTOpHOI
npaktuka (GCP, GLP); HaifHOBiTHIIII JaHi Mmoo TIPMHIMIIB J0Ka30B0] MEINIIMHHA, TEPMiHONIOTis
Ta OCHOBHi JIOKYMEHTH GiOMEIHNYHHX JOCIIiDKEHb; IPaBUIIa MIaHyBaHHs, IPOBEACHHS, 3BiTYBaHHS,
ayIMTYBaHHS Ta 3aBEpLICHHS BHIPOOYBAHb JIKAPCHKUX 3aco0iB; €THYHI Ta MOpPAaJIbHO-IPABOBI
ACIIEeKTH JOCIiKEHb; TTOPSIOK TOBiIOMITEHHS! PO MOGIYHi ABUIIA Ta PEaKLil.

CTaTyc HABYAJILHOT AMCIHILTIHM: BUOipKOBa.

IIpeaMeToM BHBYECHHS HABUYANBHOI JMCHHMIUIIHM € 3araibHi NPHHIUIHA NPOBENCHHS
GioMEIUYHUX BUIIPOOOBYBAHb.

MiKIUCOMIIiHAPHI  3B'SI3KM: BIANOBIAHO 0 HABYAJIbHOIO TIUIAHY, BHBYCHHA
HABYANBHOT MHCIMIUIEN «ICTiHIUHI JOCTIIKEHHS» 3AiHCHIOETHCS, KOIM acmipaHToM HaOyTi
Bi/(MOBIIHI 3HAHHS 3 OCHOBHHUX 0a30BUX qucuuMIUIiH Ha III piBHI BHIIOT OCBITH, a TAKOXK JIACIIATLITIH:
IcTopis dinocodii, Ik METONONOrIYHA OCHOBA PO3BHTKY HAayKH Ta nuBiTi3amii, AHTTCbKa MOBA Y
HAYKOBO-MENWYHOMY CIILIKyBaHHI, MEIMYHA €THKa Ta Je€oHToJoris, Kyasrypa MOBHA JiKapst:
TepMiHONOTI4HMI acrekT, [lyGniKauiliHa akTHBHICTh Ta HAYKOMETPHUHI 6a3H JaHHX, bioetnuHi Ta
MEIMKO-TIPaBOBi OCHOBHM HAyKOBHX JOCIHiUKEHb. Y CBOIO Uepry, mucnumtina  «KomiHiyHi
JOCTiKeHHsS» (POPMYE 3acaiy MOTIHGIEHOr0 BUBUYCHHS aclipaHTOM CrENiali30BaHUX JUCLHILIIH
(BuyTtpimui  xBopo6u, Kapaionoris, Pesmaronoris, drusiarpis, [acTpoeHTeposOris,
EHZIOKPHHOJIOTis, 3araibHa MpaKTHKa-ciMeliHa MenuiuHa, I[loGiuna nis ikie, KuiHiuza
dapmaxkosoris, Kiiniuxa Gioximist Ta mikpobiosoris, KniniuHa mopdouoris, HopmanbHa anaToMmis,
Iatonoriua amartomis, ®isiomoriss, ITaTomoriuna disionoris, Papmakooris, Mikpobioioris,
Ticronoris, Xipypris, Hepsosi xBopo6u, Ouni xBopobu, Opromenist ta tpaBmatouioris, JIOP-
XBOpPOOH, AKYLIEPCTBO Ta FiHEKOJIOTis).

1. Mera Ta 3aBAaHHS HABYAJIbLHOI JUCHMILIIHU

1.1. Meroro BukiagaHHs HaBuambHOi mucrmmuiiad «Kuminiuni  pociiukeHHS» €
dopMyBaHHsS LTICHOrO YSBICHHS NP0 3arajibHl IOJIOXKEHHS, TEpMIHM, NPUHLHKIK Ta BHMOTH,
OIIHKY ETHYHHX Ta MOPAJIBHO-IIPABOBHX ACTIEKTIB, 0OpPOOKY T2 aHaJli3 pe3yJIbTaTiB IPU MPOBEIEHHI
BUIIPOOYBaHB JIKapChKUX 3acO0iB.



1.2. OCHOBHUMH 3aBJaHHSMH BHBYEHHS ucuMIUIiau «KIiHIYHI JOCHIUKEHHS» €
3000yTTS acmipaHTaMM 3HaHb, HABUYOK Ta BMiHb, 10 CKJIaJal0Th OCHOBY MaiOyTHBOI mpodeciiHol
iSJIBHOCTI.

1.3. KoMmeTeHTHOCTI Ta pe3y/IbTaTH HaBYaHHs, (pOPMYBAHHIO SKHX CIPUSE TMCUHUILIIHA
(B3a€MO3B’S30K 3 HOPMATHBHUM 3MiCTOM IIArOTOBKH 3100yBa4iB BHIIOI OCBITH, c(hopMyIBOBaHUM
y TepmiHax pesynsrariB HaByanHs OHII “Menuumua” TpeTboro (OCBITHBO-HAYKOBOT'O) DIBHS
ranysi smamp 22 OxopoHa 370pOB’s, CHelianbHOCTI 222 Menuimna, OCBITHBOI MpOrpamu
“MenunuHa’).

3rigso 3 Bumoramu OHIT TpeThoro (OCBiTHBO-HAYKOBOIO) PiBHS BUIIOI OCBITH raiy3i 3HaHb
22 OxopoHa 340poB’s cremianbHocTi 222 Menuuuna mucnumiina “Kuinivai JOCTTIDKEHHS
3abesneuye HaOYTTs acmipaHTaMi HaCTYITHUX NPOTrPaMHMX KOMIIETCHTHOCTEH:

Interpaabua kommerenthicts (IK): 3marHicTe po3B’s3yBaTW KOMIUIEKCHI IpoOieMH B
ramysi mpodeciiHoi MeIuYHOI HisUIBHOCTI, MPOBOJMTH OPHUIIHAIBHE HAyKOBE JIOCJIIJDKEHHST Ta
37i}iCHIOBATH JIOCITiIHUIIBKO-IHHOBALIIAHY HisUTBHICTH B Taly3l OXOpOHI 370pOB’S Ha OCHOBI
IMGOKOTO IEPEOCMHCIEHHS HASBHMX Ta CTBOPEHHS HOBUX LIUIICHMX TEOPETHYHHX abo
IPaKTHYHKUX 3HaHb Ta/ab0 MPoQeciiHOI MPAKTUKH.

3araabHi komnereHTHocTi (3K):
3K 1. 3pmaTHicTh 40 migBuiieHHs npodeciitHoi kBanidikauii
3K 2. 3paTHicTh 10 nowykKy, 06pobiieHHs Ta aHali3y iHpopmaLii 3 pisHUX Kepe
3K 3. 31aTHICTb BUSBIIATH, CTABUTH Ta BUPILLyBaTH NpOONEMH, FTEHEPYBATH i1€i.

3K 5. 3paTHicTh [0 CHiNKyBaHHA y npodeciiHOMY cepefioBMIL Ta 3 MPEACTABHMKAMM IHLINX
npodeciii y HalioHaNIbHOMY Ta Mi>KHAPOJHOMY KOHTEKCTI

CnenianbHi (paxosi) komnerenTHocTi (CK):

@K 1. 3paTHicTh 4O pO3yMiHHs mpeaMeTHOT o6aacTi 3a 06paHKM HAayKOBMM HANpsMOM Ta OCBITHBOIO
NisNBbHICTIO

®K2. 3paTHicTh BMABIATH NOTpeOy B JOAATKOBMX 3HAHHAX y C(Epi MEAMLMHM Ta 32 HampsMKOM
HAYKOBHX JOCJIiDKEHb, FEHEPYBATH HAYKOBI MinoTe3u

®K4. 3naTHicTh 06MpaTH METOAM Ta KiHLEBI TOYKW HOCHiIKEHHS BiAMOBIJHO IO LijeH Ta 3aBIaHb
HayKOBOT'O MPOEKTY.

®K5. BonoiHHS Cy4aCHUMH METOAaMH HayKOBOTO JOCJiPKEHHS

®K6. 31aTHICTh iHTEpIPETYBATH PE3y/IbTATH HAYKOBHX JOCIIIKEHb, NPOBOJAUTH 1X KOPEKTHMH aHai3
Ta y3arajbHEHHs

®KS8. 31aTHICTh MpeACTABNEHHS pE3yJbTAaTiB HAYKOBMX [OCIiIKEHb B YCHill i MWUCHMOBIH MOBI
BiJMOBIZHO 110 HALIOHANIBHUX Ta MiXKHAPOAHUX CTaHAAPTiB

®K10. 3naTHICTH 00 NiAepCTBa, KEPYBaHHS KOJEKTHBOM

®K11. JloTp¥MaHHs €THKHM Ta aKaJeMiuyHOi J06pOUeCHOCTI



Pe3ynpTaTH HABYAHHSA

InTerpaTuBHi KiHIeBi mporpaMHi pe3y/IbTaTH HaBYaHHHA, GOPMYBAHHIO SIKHX CHIPUSE
HaBYaJIbHA JUCHUILTIHA.

Iporpamui pe3yabTaTn Hapuanus (PH):

[IPH1. JleMOHCTpyBaTH  O€3N€pEpBHHIi  PO3BUTOK  BJIACHOTO  IHTENEKTyalbHOro  Ta
3araJIbHOKYJITYPHOTO PiBHIO, caMopeati3amii.

T[IPH2. IuTepupeTyBaTH Ta aHaTi3yBaTd iHGOPMAILII0 3 BUKOPHCTAHHAM HOBITHIX iH(OpMALifHIX
TEXHOJIOTIH. '

TIPH3. BusBnsata HeBupilleHi mpoGieMu y HpeaMeTHid obmacti, ¢opmyiroBaTH NHTaHHA Ta
BH3HAYATH [UIAXH iX pillIEHHS.

[IPH7. IlosicHIOBaTH NpMHIMNM, chnendbiddicTb Ta YyTIMBICT METOMIB  JOCHIIKCHHS,
inpopMaTHBHICTE 0OpaHUX MMOKA3HHUKIB.

[IPHS. BojoaiTi, BIOCKOHATIOBATH Ta BHPOBAIKYBATH HOBI METOIM JOCTIMXKEHHs 3a OOpaHuM
HaIIPMOM HAayKOBOTO MPOEKTY Ta OCBITHBOI HifIBHOCTI.

[IPHY. AnanizyBaTu pe3y/ibTaTH HayKOBHX JOCIIPKEHb, BAKOPHCTOBYBATH METOJM CTATUCTUIHOIO
JIOCTTiIKEHHSL.

[IPH11. Ilpe3eHTyBaTH pe3y/IbTaTH HAYKOBHX IOCITIIDKEHb y (opmi Npe3eHTalli, MOCTEPHHX
JIOTIOBi e, myOTiKalii.

[IPH12. Po3BuBaTH KOMYHiKallii B mpodeciiiHoMy cepeoBHILi i TPOMaChKil cepi

[IPH15. OpramizoByBaT po6oTy  KOJNeKTHBY  (3100yBauiB  BMIIOi  OCBITH,  KOJET,
MDKIUCIUIUTIHAPHOT KOMaHIN).

[IPH16. JloTpuMyBaTHCs €THYHHMX NPHHUMINB NpM poOOTI 3 mauieHTaMH, J1abOpaTOPHUMH
TBapHHAMH.

[IPH17. JlorpuMyBaTHCs aKafeMidHOi JOOPOYECHOCT], HECTH BiINOBiAANbHICTb 32 JIOCTOBIPHICTH
OTPUMaHUX HayKOBUX PE3YJIbTaTiB.

OuikyBaHi pe3y1bTaTH HABYAHHS 3 AUCUHUILIIHM:
1. 3mo0yBay BUIIOT OCBITH MOXE MMOSCHUTH Cy4acHi IIPUHIMIIA JOKa30BOI MEHUIIHH.
2. 31aTHHM Ha3BaTH OCHOBHI KJIiHIUHI eTamy po3poOKHU JTiKapChKUX PEUOBHH.

3. 3mo6yBau BHINOI OCBITH MOXe Ha3BaTH cydacHi ocHoBu KepiBHuursa Hanexnoi kiiHivHOI Ta
naboparopnoi mpaktuku (GCP, GLP).

4. 3paTHuil HA3BATH OCHOBHI JOKYMEHTH OiOMEIHYHHUX JOCIiKEHB, BOJIOAITH TEPMiHOJIOTIEIO.

5. 3106yBay BHIIOI OCBITH MOX€ MOSCHUTH INpaBUia IUIAHYBAaHHs, IPOBEIEHHS, 3BITYBAaHHS,
ayIUTyBaHHS Ta 3aBEPLICHHS BUIIPOOYBaHb JIiKapChbKUX 3aCO0iB.

6. 3maTHMiT HA3BaTH OCHOBHI €THYHI Ta MOPAJILHO-TIPABOBI aCleKTH 0ioMEIMYIHMX JOCIIUKEHb.

7. BonomiTi HaBHYKaMH LIOJ0 MOPAAKY MOBIIOMIIEHHS IPO MOOIYHi SBHINA Ta peaKiii.



10.

11,

12.

3106yBad BUIIOI OCBITH 3JaTHHH OIHMTH OYiKyBaHI PU3MKH Ta KOPHCTH JJIf TMAali€HTIB BiX
yyacTi B JOCHI/DKEHHI JiKapchKHX 3aco0iB; HagaBaTH inpopmanito npo OiomennuHe
BUIIPOOYBaHHS MPETEHICHTaM Ta yYaCHHKaM JOCIi/KEHHS! srigao etnynux sBumor GCP, GLP.

BOJOITH HABHYKAMH IIOJ0 KOPEKTHOTO PEECTPyBaHHs, 0OpPOOKH, 30€pexkeHHs Ta 3BITYBaHHS
indopmarii, oTpuManoi mix Yac GiOMEXMIHOrO TOCHiKEHHSL.

3m00yBau BHINOi OCBITH 3[aTHHH OIIHIOBATH KPUTEpPIl BKJIIOYEHHA Ta BUKIIOYCHHS,
iHTepnpeTyBaTH pe3yJbTaTd J1abOPAaTOPHMX, KIIHIYHMX Ta IHCTPYMEHTAIbHMX METO/IIB
JIOCITiIPKEHHS.

BOJNOZITH HABMYKAMH ILIOAO IHTEPIPETYBAaHHS Ta 3BiTYBaHHs MOOIYHMX cepio3HuX |
HecepHO3HUX MOBGIYHUX SBHII Ta peakiliil; OLiHKK pe3yIbTaTiB 6ioMeIMYHAX JOCILIXKCHD.

3106yBa4 BHIIOT OCBITH MOXE MOSCHATH OCHOBHI MOHATTA 1010 MoAudiKallii Ta CTAaTHCTHIHOTL

06poOKY JaHHX Pe3yNbTaTiB JOCIIKEHDb JIKapChKUX 3acobiB, GiHAHCOBMX MHUTaHb OiOMEIMYHUX
BUIIPOOYBaHB.

13.

TTosiCHUTH 0COGIHBOCTI Po6OTH JIEPKABHOTO EKCIEPTHOTO LEHTPY Ta KOMICIi 3 MUTaHb €THKH

IIpH JTIKyBaJIBHO-IPO(]ITAKTHYMX 3aKJIaax.

2. ITporpama HaBYAJILHOI AU CHMILTIHH

Jucnmmtina | Moy 3aranbpHa Kpenutu Jlexmit [Mpaktruni | CamocTiiiHa
KUJTBKICTh €KTC 3aHATTA pobota
rOJIUH

Kuiniuni Monyns 1 | 45 1,5 6 24 15

JIOCTIJIDKEHHS

Moayas 1

Hopadok nposedenns eunpobosysans nikapcokux 3acoois. Ocnoeni acnekmu Kepisnuumea
no HanedxcHiii Kniniuniii ma arabopamopniii npakmuyi (GCP, GLP).

Tema 1: HopmaTHBHO-IIPaBOBE Pery.JIlOBaHHS NMPOBeAeHHs OioMeInYHHX BUNIPOOYBAHD B
Ykpaini

e TlopsamoK NpPOBENEHHs KIiHIYHMX BHIPOOYBaHb JIKapCHKUX 3acO0iB Ta €KCIEPTH3H
MaTepianiB KIiHIYHHX BAPOOyBaHb i THIIOBE MONOKEHHS PO KOMICIi 3 MUTAHb CTHKH,
3arBepkeni HakazoM MO3 Vkpaiau Ne 690 Bix 23.09.2009 31 3Minamu;

o «IlopsaoK IpOBENEHHS KIHIYHUX BHIPOOYBaHb JIIKAPCHKUX 3acO0IB Ta €KCIEPTHU3H
MaTepianiB KiiHiuyHux BunpoOyBaney.Hacranosa CT-H MO3VY 42-7.0:2008. —
Jlikapchki 3aco6u. Hamexxna xiiniuHa npaktuka / B. Mansues, M. Jlsanynos, T.
Byxriaposa ta in. — Kui, MO3 Vkpainu, 2023

Tema 2. BunpoGyBanHs jikapcbKHX 3aco0iB B Ykpaini. [Ipodaemu Ta nepcnexkTHBH

e [lanieHTH OTPUMYIOTH IHHOBALIi}{HI JIIKH — MIAHC HA MPOJIOBKCHHS XKUTTS.




e Jliku HagaroThCs OE3KOLITOBHO.

e Jliapi OTPUMYIOTH MOCBIA 3aCTOCYBaHHsS Hall Cy4acHMX TEXHOJOTiH TKyBaHHs
3aXBOPIOBAHb.

e CropusiHHS pO3BUTKY HayKH.

e OHOBIICHHS MaTepiaIbHO-JIIKyBaJIBHOI 6a3H.

e HanxomkeHHs 10 OIOIKETY.

Tema 3. OcHOBHI JOKyMeHTH GioMeAHYHOr0 BUNPOOYBAHHS.

e bBpomypa nocnigHuka

e IIpoTokos GioMeqUIHOro BUNIPOOYBaHHS.

e InpuBigyansHa peectpaniiina Gopma.

e Iadopmariis s naniesTa Ta hopma iHPOPMOBaHOI 3TOH.

Tema 4. KepiBuunurso 3 nanexuoi npaktuxu (ICH GCP E6 (R2)), GLP

[Tigcrasu ms creopennss GCP, GLP.
I'apmonizanis GCP, GLP.

3minn GCP, GLP.

Mpuamuma ICH GCP, GLP
IMpuaiwmu ICH GCP E6 (R2).

Tema 5. ETuuni acnekTn BunpoOyBaHb JiKapcbKHX 3aco0iB. 3arajbHi NpUHIHNH
oprauisanii AisiibHOCTI KoMicili 3 NUTaHL €THKH NpH JIIKYBaJbHO-NPODLIAKTHIHHX
3aKJIa1ax, B AKX [IPOBOAATHLCHA OioMen9Hi BUNIPOOYBaHHS

ETamny po3BUTKY €THYHUX IPUHLKIIB IPOBEACHHS 610MEMIHUX OCII/UKCHB.
[TOHATTS PO HE3ANESKHUI ETUYHUI KOMITET.

Ckunag JIEK.

O6og’s3ku JIEK.

[Tpo6GnemMu AisUTBHOCTI €THYHHUX KOMICIH.

Tema 6. IndpopmoBana 3roaa.

e Bumoru 10 opopmiieHHs Ta 3MicTy iHdopMaii Uit nanieHTa Ta GOpMHU 3TOMH.
e VYMOBM OTpPHMaHHS Ta MiIMHCAHHS iHHOPMOBAHOI 3rOMH.
e 3ayBa)xeHHS 10 iHPOPMOBAHOI 3rO/H.

Tema 7. ETanu po3po0ku jikapcbKHX PE40BHH.

Po3pobka JOKIIHIYHHX JOCIIKEHb.
Hocnimkenns | gpaszu.

Jocnimxenns 11 dazn.
Hocmimkenns 11 dasn.
JHocnimkenas [V dazu.



Tema 8. [IpuHIUNH 10KA30B0T METHUIIHHH

e [JoHATTS MpO 10KAa30BY MEAUILIUHY.
e [IpuHIUNHK AOKA30BOI MEIULIUHH.
e BrpoBamkeHHs pe3yNbTaTiB GioMEIUYHUX JOCII/UKEHb B HACTAHOBH 1L JiKapiB CBITY.

Tema 9. IloHsTTA Npo no6ivHi IBHINA Ta peaKkuii

Henepenbauysana no61qHa peaxuis.

[ToGiuHa peakIis.

[TobiuHe sBULIE.

Cepitosna nobivna peaxiis abo cepio3He NoOIYHE SBUIIE.

Tema 10. Ilopsiaok peecTpauii Ta MoBigoMJIeHHs NPo MOGi4HI ABHINA TA peaxuii.

e Opranisaris 360py, NepeBipky Ta HaJaHHs [OBIIOMIICHb IIPO no06iuHi sBHLIa/peaKLii.

e TIOHATTA HpO MOBiJOMJIEHHs Mpo MOOIYHi sABMIIA/peakuil Ta 3BiTH 0E3MeYHOCTI
JOCIIPKYBAaHOIO JIIKapchKOro 3acoly, sAKi CIOHCOP Hajae 0 LEHTPY Ta M0 Komicii 3
MUTaHb €THKH.

e TIOHATTS MPO HOBIMOMJIEHHS NpO MOGIuHi sSBUINA/peakiii, sKi CNOHCOp Hajxae N0
Bi/INOBINAIBHOTO JTOCIiAHUKA/ JOCIIi THHKA.

Tema 11. Bumorm no nocainamkis Ta JIII3/micus mnpoBeaeHHs OiomMeIHIHOro
BUNPOOYBaHHS.

BuMoru 10 ITOCIHiIHUKIB.

OO6OB’I3KH TOCIIiTHUKA.

[TonAaTTS “ineanpHUM JOCTIIHHUK .

Bumorw no JITI3/Micus npoBeaerHs 6i0MEIUYHOTO BUIPOOYBaHHS!.

3ayBaxkenHs 10 lHpopmanii npo JIII3/micue mpoBeaeHHS BUMPOOYBaHb JIIKAPCHKHUX
3aco0iB.

Tema 12. Kontpoan sikocTi BUnpoGyBaHHs JiKapchKHX 3ac00iB.
o TIOHATTH PO yIpPaBJIEHHS SKICTIO 6i0OMEANYHOrO BUIIPOOYBaHHS.
*  Mounitopunr. OGesr i XxapakTep MOHITOPHUHTY
¢ OG6OB’S3KH MOHITOpa JAOCIiIXKEHHS.
¢ Aymur. Mera. Bu6ip ayautopiB Ta ix KBaidikartis

Tema 13. Ayaur (iHcnekuisi) 6ioMeAH4HOro BUNPoOyBaHHS.

o TloHaTTS mpo ayauT (iHCHEKIIi(0) 610MEANYHOTO BUMPOOYBAHHS.
e Bumu aynury.

e Eranu npoBeneHHS ayAHUTY.

e Twumu 3ayBakeHb, BUSIBICHUX ITiJ1 9ac ayuTy.

3. CTpyKTypa HAaBYAJbHOI M CIMILIIHA



i TeM

HasBu 3MiCTOBHX MOJIYJIiB Beboro

Jlexuit

[pakTH4HI

BaHdaTTS

CamocrTiiiHa

poboTa

[TopsIOK ~ TPOBEIEHHS  BHIPOOOBYBaHb
mikapcbkux  3aco6iB.  OCHOBHI  acCIEKTH
KepiBHHMITBA [0 HAISKHIH KIiHIUHIA T4
maGopatopuiit mpaxruni (GCP, GLP).

HopmaruBHO-IIpaBoBe pETYIIIOBaHHS
npoBeNeHHsT GiOMeIMYHUX BUNPOOYBaHb B
VYkpaini

BunpoOyBaHHs JIiKapCEKUX 3aco0iB B
VYxpaini. [Ipo6nemu Ta nepCrneKTUBH.

OcHOBHI JOKYMEHTH GioMeIUYHOrO
BUMIPOOYyBaHHS.

Kepisuunrso 3 HanexHoi npaktukd (ICH
GCP E6 (R2)), GLP.

Bumoru no pocuiguukiB Tta JIII3/micud
IpOBEIEHHS 610MEIMYHOr0 BUIPOOYBaHHs

ETvuHi acmexTd BHIPOOYBaHb JIiKapCHKHX]
3aco0iB. 3arajbHi TPHHIMON OpraHizamij
IiAIBHOCTI KOMICi 3 TNHTaHb E€THKU IIpH
JKyBaIFHO-IPO(ITAKTHYHKMX 3aKjIajaaxX, B
SKUX MIPOBOJISATHCS GiomMenuHi
BHNPOOYBaHHS

BioMmenuyni BumpoOyBaHHS 3a Yy4acTiO

Hei€31aTHUX JOCIIPKYBaHUX, K1
HECIIPOMOXKHI CaMOCTIHHO JaTu
indhopmoBaHy 3roay

BumMoru 10 y4acTi mitedt y BUIIPOOyBaHHAX
JTiKapchKUX 3ac00iB

BpasnuBi cy0’€eKTH Ta MOXJIMBICTB IX
y4acti y 6ioMeIu4YHUX BUIIPOOYBaHHAX

[ndopmoBana 3roza.

[3°]

[Moustts mpo COII koMiciit 3 TUTaHb ETUKY]
pu JKyBaJIbHO-
npodiNakTHYHUX 3aKIagax

JisnpHicTh JlepaBHOTO €KCIIEPTHOTO

neatpy MO3

3axuCT MpaB MalieHTiB

Kuiniuni etanu po3poOKH JTiKapChKUX

pPEYOBHH




[TpuHIMIN T0Ka30BOI MEAMIIMHY.

TToHATTS PO MOKJIiHIYHE BUBYEHHS

Oe3meKH IiKapchKuX 3aco0iB

Merogosnoris  GiOMETUYHUX BHIPOOYBaHb
(moxBiitHO ciimne, cline, mane6o-
KOHTPOJIbOBaHE, IIOPiBHAJBHE 3 TPYIIO0
aKTMBHOI'O KOHTPOJIIO, 3 TPYIIaMU aKTMBHOTQ
i m1are60 - KOHTPOJIIO)

[Toarts 1Opo  CYTTEBY  TEpalEBTHYHY)|
KOPHCTh BUIPOOYBaHHS JTiKapChKKX 3aC00iB

[TonsTTA PO MOGIYHI SIBUINA Ta PEAKIil

[Mopsmok peecTparii Ta MOBiIOMIIEHHS PO

n00iyHi ABHUINA Ta peaKiii

[ToBinoMIeHHS PO MOOIYHI ABUIIA i
peaxiiii, SKi HaJae BiINOBiJaIbHUH

JOCIIIJHHK /TOCTIAHUK IO CIIOHCOpA.

[ToBimoMyeHHs PO MOOIYHI SBUINA i
peaxilii, ki HaJla€ BiIOBiIaIbHUK
JOCTII JHUK /TOCITiTHUK IO KOMICIT 3

IMUTaHb CTHKH.

Bumoru 0 CKJIagaHHs MOBiIOMJIEHHS IIPO
Ii103proBaHy HerependadyBaHy CEPHO3HY

n00ivHy peakIito.

Bumorn mo pocmignukiB Ta JIII3/micns
IpOBEICHHS 610METMYHOr0 BUNPOOYBaHHS

KOoHTpOITb SIKOCTi BUITPOOYBaHHS JIIKAPCHKHX
3aco0iB

OG0B’ s13KU cIIOHCOpa

Aynut (iHCTIeKI1isT) OioMeIMYHOrO

BUINIPOOYBaHHS

3ayBaxkeHHS, IKi MOXYTh OyTH BUSBIIEHI MiJy
yac aymdTy OiOMEIWYHOrO BHIIPOOYBaHHS]
BHUSIBJICHI

Ycworo

45

24

15
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4, Temu JeKuii

KiabkicTb
Ne 3/m Ha3Ba Temn
roXHH
1. TTopsIIOK IIPOBENEHHS BUIIPOGOBYBaHb JiKAPCHKHX 3aC00iB D
Bumoru no nmociimHukiB Ta JI[I3/micust mpoBeleHHs OlOMEIMYHOrO
2. BUIIPOOYBaHHS D
& D
ETiuHi acreKTH BUIIPoOyBaHb JIIKAPCHKHX 3ac00iB. 3araabHi MPUHIAIH
bpramizamii AisMbHOCTI KOMiCii 3 NHTaHb €THKH TPH JIIKYBAIBHO-
Mpo(iTaKTHYHAX — 3aKiajaX, B SKHX I[POBOAATHCA  OiomMeaM4HI
BUIIPOOYBAHHS JIIKAPCHKUX 3aC001B
Ycnoro 6
5. TeMn npaKTHYHUX 3aHATH
Ne Kinbkicrs
Hazsa Temu
3/m roAHH
HopmaTtuBHO-1IpaBOBE perytoBaHHS IpOBEICHHS 6ioMeTMYHHUX]
1. BUNpoOyBaHb B YKpaiHi 2
2 BunpoOyBaHHs Jikapchkux 3aco0iB B YkpaiHi. IIpobiemu Ta mepcnektusy |2
3. OCHOBHI JOKYMEHTH 6iOMeTUYHOr0 BUIIPOOYBaHHS 2
4. Kepisruurso 3 Hanexuoi npaktuku (ICH GCP E6 (R2)), GLP 2
ETvuni acmekTd BUIpoOyBaHb JIKApPCHKUX 3aco0iB. 3arajbHi NPUHIHMIIHA
opraHizamnii JUSTBHOCTI KOMiciii 3 MUTaHb €THKHU npu
NKyBaIbHO-IPO(ITAKTHYHUX 3aKJIafiaX, B SKHX TPOBOAATHCA OioMenuyHi
S BUMPOOYBaHHS 2
6. IndopmoBana 3rojga ‘ 2
P Etanu po3poOKu JIiIKapChKUX PEYOBHH 1
8. [TpuHIMIY 10Ka30BO1 MENULIMHA 2
9 [ToHsATTs mpo Mo6iYHi SBHUINA Ta peaKii 2
10 TTopsioK peecTpallii Ta MOBiZOMIICHHS PO MOGIYHI ABUIIA Ta PEaKILiT 1
Bumorn 1o nocnigHukiB Ta JIII3/micist mpoBeneHHS OlOMEIMYHOIO
11 BUNIPOOYBaHHS 2
12 KOHTpOIb AKOCTi BUIIPOOYBaHHS JTiKapChKUX 3ac00iB 2

11




13 Aynut (iHcmekiis) 6ioMeIMYHOro BUIPOOYBaHHS 2
Ycboro 24
6. Camocriiina po6ora
No KinbkicThb
Tema
3/m FOAWH
1. [TopsiIoK IpOBEIEHHs BUIIPOGOBYBaHb JIIKapChKHUX 3aC00iB 1
BiomeuuHi BUTIPOOYBaHHS 3a yYacTO HEMI€3JAaTHUX JOCIIKYBaHHX, SKI
2 HECIIPOMOYXHI CaMOCTiHO naTi iHpopMOBaHy 3roxy 1
3. Bumory z10 ydacTi fitell y BUnpoGyBaHHSX JiKapchKHX 3ac00iB 1
BpasnuBi cy6’ekTHM Ta MOXJIMBICTH iX yd4acTi y OlOMEAMYHHX
4. BUIIPOOYBaHHSIX 1
[lonsaTTs po COIl1 KOMiciii 3 MUTaHb €THKHU npu
S. JKyBaJIbHO-MTPOITaKTHYHUX 3aKjianax 1
6. JisutpHicTh JlepixaBHOro excriepTHoro neHrpy MO3 1
1. 3axuCT MpaB MaIli€HTIB 1
8. T[ToHATTA NpO NOKITiHIYHE BUBYCHHS OE3MeKH JTiKapChKuX 3aco0iB 1
MeromoJorist GiomeauuHKMX BUIpoOyBaHb (MOABIHMHO ciine, ciiine, mianedo-
KOHTPOJIbOBaHE, MOPIBHSJIBHE 3 IPYIOI0 aKTMBHOTO KOHTPOJIIO, 3 IpyNaMy
3 AKTHBHOTO i T1a1ie00 - KOHTPOJIIO) 1
[TIOHATTS TIPO CYTTEBY TEPAIEBTUYHY KOPHCTh BHIPOOYBAHHS JIKApCHKUX
10. 3aco0iB 1
11. TToBimoMieHHs po MOGiYHI sBHINA i peakiil, sIKi HaJla€ BIAIOBIAANIbHUN 1
JIOCJTiTHUK /IOCIAHUK 10 CIIOHCOPA.
12, T[ToBimomnenHs mpo no6iuHi sBHINa i peakiuil, IKi Hala€e BiANOBIJaTbHAH 1
JOCJIi IHUK /AOCTITHUK 0 KOMicli 3 MTUTaHb €THUKH.
13 BuMoru 1o cKiIagaHHs MOBiIOMIIEHHS PO IiJ03pIOBany Henependadysany | 1
cepito3Hy MOOIUHY peaKLilo.
14. OO00B’s13KU CIIOHCOPA 1
3ayBaxkeHHS, fKi MOXYTb OyTH BHSBICHI IiJl Yac ayluTy OGiOMEIMYHOrO
15. BUIIPOOYBaHHS 1
Ycboro 15
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7. 3apraHHs Qs caMocTiiiHoi po6oTu: ONpaliOBaHHSA MaTepialy 3TIIHO TEMATHIHOTrO IUIaHy
i3 32CTOCYBAHHAM Cy4acHHX iH(pOpPMalifHIX TEXHOJIOTH.

8. IngmBinyanpni 3aBpanns: Hanmcanns pedeparty, JIOTIOBib HA 3aCilaHHAX HAYKOBHX
xoH(bepeHIIiH, mAroToBKa HayKOBOi CTaTTi, panioHai3aToPChKi MPOMO3MILii, MAaTCHTH.

9. Meroau HaBYaHHs: [IpakTU4HI 3aHATTH, IiICYMKOBI 3aHATTS, MOJYJIb, JeKLiT, KepiBHULITBO
HJIPC. BukopucTaHHs JUCTAHLIHHOTO HaBYaHHA — 3 3aJIy4CHHAM acIipaHTiB JO MIXHApOJIHO
BU3HAHMX KypCiB Ta OCBITHIX pecypciB, HaBYalbHa JHUCKYCisl, cymepeydka, 0OroBOpeHHs Oyb-
JKOrO IMTAHHS HABYATHHOTO MaTepialy, CTBOpEHHs CHTyauil iHTepecy B MPOLECi BUKIAIAHHS
HABYAIFHOTO MaTepiary 3 BAKOPHCTaHHS MPUIOJ, TYMOPUCTHYHUX YPHBKiB, CTBOPEHHS CHTYallil
HOBHM3HU HaBUAIBHOTO MaTepially, Oopa Ha XUTTEBUH JOCBLL.

10. Meroau ouiHOBaHHA (KOHTPOJIIO): YCHHH KOHTPOJb: OCHOBHC 3alUTaHH, JIOJIaTKOBI,
JOTOMIXHI; 3aWTaHHS y BHMISAI mpoOneMu; iHmMBimyanbHe, GpOHTATLHE ONUTYBAHHS i
xoMOiHOBaHE; MICHMOBHIM KOHTPOJIB; IPOrpaMOBaHUA KOHTPOJIb.

11. ®opma MiACYyMKOBOr0 KOHTPOJIIO YCHIiMIHOCTI HABYAHHS: 3alikoBi OaqM  acripaHTa
CKIAJIAI0THCS 3 CyMH OalliB IOTOYHOTO KOHTPOJIIO, OTPUMAHHX Mijl 4ac 3aHATh.

12. ®opMa MOTOYHOr0 KOHTPOJII0 YCHIIIHOCTi HABYAHHSI: Ominka 3 mucuuitiag “Kiiniuni
JOCTiKEHHS” BU3HAYAETHCA 3 ypaxyBaHHSIM [OTOYHOI HABYAJIbHOI JISUTBHOCTI acripanTa i3 BCixX
TeM 3a TPAAUIIHHOIO 4-0albHOI CHCTEMOIO (BimmiHHO, 1OOpE, 3aI0BIIBHO, HE3aJ0BIILHO) 3
HOJANBIINM IepepaxyHkoM y 200-0anbHy mKaiy.

Ouinka "BiAMiHHO" BHCTABISAETHCS y BHNANKY, KOJM acIipaHT 3HAE 3MICT 3aHATTA Ta
NeKIifHuHA MaTepian y IMOBHOMY 00Cs3i, LTIOCTPYIOUM BilMOBL/] pi3HOMAaHITHUMH MPUKJIaJaAMHU;
Jla€ BHUEPIIHi, TOYHI Ta sACHi Bixmosizi 6€3 Oynb-sKux HaBiMHKMX MUTaHb, BUKJIAJaE Matepian 6e3
HOMIJIOK |1 HETOYHOCTEH; BiIBHO BHPpIIIye 3a7adi Ta BMKOHYE MPAKTHYHI 3aBNAHHS PI3HOTO
CTYIEHIO CKJIAAHOCTI, CAaMOCTIHHO reHepye iHHOBAllifHI 17ef.

Ouinka "moGpe' BUCTABISETHCS 33 YMOBH, KOJIH acIipaHT 3HAE 3MiCT 3aHsATTS Ta 1o0pe Horo
po3yMie, BiAMOBiI HAa MUTAaHHS BUKJIAJA€ NPABUIBHO, MOCJIIIOBHO Ta CHCTEMATHUYHO, ajl€ BOHH
He € BUYEPIIHAMH, X04a Ha JOJATKOBI MMTaHHS acHipaHT Bi/OBLIAE 0e3 MOMHJIOK; BHUpILIY€E BCi
3a/a4i 1 BAKOHYE IPAKTHYHI 3aBJaHHs, BII4yBalO4H CKJIAIHOLLI JIHIIE y HAHBKIMX BUNALKAX.

Ouinka "3270BUILHO" CTABATHCS ACHiPAHTOBI HA OCHOBI HOro 3HAHb BCBOTO 3MICTY 3aHATTA Ta
TIpH 3aJ0BiTEHOMY DiBHI HOro po3yMiHHS. ACHIpaHT CIPOMOXHUH BUpIIIYBAaTH BHIO3MiHEHI
(cTIpoIleHi) 3aBIaHHs 3a JOMOMOTOK HaBiJHMX [UTaHB; BUpIlIy€ 3a/1a4i Ta BAKOHYE MPaKTHYHI
HABMYKH, BiIIyBalOYM CKIAJHONI y MPOCTHX BHIAJKax; HE CIPOMOXHHH CaMOCTIHHO
CHCTEMATHYHO BHKJIACTH BiANOBiNb, ale Ha NpAMO IMOCTAaBICHI 3alMTaHHsS BLANOBINAE
MPaBIJIBHO.

Ouinka ""He3aM0BIILHO' BUCTABIAETbCS Yy BUIAJKAaX, KOJNM 3HAHHS I BMIHHS acmipaHTa He
BiJIIOBiNAIOTH BUMOTaM "3a10BiIbHOI" OIIHKH.
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OuinoBanHs camocTiiiHoY poboTu.

OuinroBanHs caMmocTiiiHoi po60TH acmipaTiB, sKa nepenbadeHa B TeMi mHopsx 3
aYRUTOPHOIO POBOTOIO, 3AIHCHIOETBCS IMifl Yac MOTOYHOrO KOHTPOJIO TEMH Ha BIANOBIIHOMY
IIPAaKTUYHOMY 3aHSTTI.

Kpurepii oninroBanns

®opMa KOHTPONIO i CHCTEMa OLIHIOBAHHS 3 MMCHHIIIIHM 3IiHCHIOCTBCS BIATOBIZHO 10
BAMOT' NPOrpamMi NMCHUMIULHM Ta iHCTPYKWii, NpUHHATHX pimeHHsM Buenoi panu BHMVY
nporokon Ne2 Bix 28.09.10. Illkaa nepepaxyHKy TpaguuiliHUX OLIHOK y peiitunrosi 6amu (200
GaJtiB) 1A QUCHHIUIH, 10 3aKiHYYIOTBCS 3a1ikoM NpUAHATA pilleHHIM Buenoi pagu BHMY
mpoTokoi Ne2 Bix 28.09.10.

BuBuenHs mpemmery 3sakimuyeThcs 3aiikom, SKuif BiIOyBAaeThCSl Ha OCTAaHHBOMY 3a
Ppo3kiazoM 3aHATTI. OUiHIOBaHb 3HAHB BiAOYBA€THCS HACTYIIHAM YHHOM: CyMa BCIX TIOTOYHHX
OLIHOK MiMUTBCS Ha KUNTBKICTh MPaKTHYHHX 3aHSTb. OTpuMaHe cepeiHe 3HAYEHHS OLIHKH
IIEPEBONUTECS Y Oaily 3rifHO €AUHOI yHIBEPCAbHO! IKAK NepepaxyHKy TPaIuIliHHUX OLIHOK 3

5-GanbHoi cucTemu y peitunrosi 6am (200 6anis). /]

3aJIiK CTAaBUTBCS IPH MiHIMAaNbHii KiiskocTi 6ais 120.

Ilxana ouinloBaHHs: HamionaabHa Ta ECTS

Jis AUCUMILIIH, IO 3aKiHYYIOThCS 3a1iKOM,

3 , OuwiHkKa 32 HalliOHANBHOIO LIKATIOK
Cyma 6GamiB 3a Bci .
BUIIH HaBYAJILHOI Ot JUISL 3aJTiKy
. . ECTS
JIATBHOCTI
180-200 A
170-179,9 B
160-169,9 C 3apaxoBaHo
141-159,9 D
122-140,9 E
He 3apaxoBaHo 3 MOXK/IHBICTIO IOBTOPHOrO cKIaaHHs
FX
He 3apaxoBano 3 060B’s3k0BUM MOBTOPHUM BHUBYEHHSM
F JUACUHUTLIIHA
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13. MeToanuHe 3a0e3meYeHHS

HapuanbHuii KOHTEHT (KOHCIMEKT abo pO3MIMpEHHH TUTaH JIeKUiH), TUJIaHH [PaKTHYHHX
(ceMiHApCHKHUX) 3aHATH, CAMOCTIHHOT pOOOTH, MUTaHHS, METOIUYHI BKa31BKH, 3aBJaHHsA abo Kekcu
JUIS TIOTOYHOTO Ta I1iJICYMKOBOTO KOHTPOJIIO 3HAHB i BMiHb 3/100yBayiB).

ITepenik HaBUAIBHOrO OOJIAJHAHHS, TEXHIYHUX 3ac00iB HABYAHHS: MaTepialibHi, HeMaTepialbHi Ta
iHII pecypcH, IO 3HAXOSTHCS Y KOPUCTYBaHHI JJISI TPOBAKEHHs OCBITHBOI MISUIBHOCTI, @ came
MeIianpoeKTOp, MEPCOHANbHI KOMII'TOTEPH.

®opma HABYAHHS: JcHHA a00 Mo)ke OyTH 3MiHEHa Ha JMCTAHIiHY, BPaXOBYIOUH BifCHKOBUH
CTaH, KU TpUBa€ B YKpaiHi.

14. PexomenaoBaHa JiTepatypa
1) OcHosna nimepamypa:

1. Binoycosa H, Conosito C, KabGauna A. (2023) TeopeTHKo-METOAWYHI 3acaiu OLIHKH
MeauuHuX TexHosorii [Enexkrponnuit pecype]: monorpadis. Kuis: TOB «lOpxka JlroGuenka»
[yxpainceka]. Pexxum mpoctymy: https:/lib.iitta.gov.ua/736032/1/monografiya_blok.pdf

2. BepxoBua Pana Ykpainu. 3akon Ykpainu «IIpo mikapceki 3acobu», 123/96-BP. Bunyueno 3
https://zakon.rada.gov.ua/laws/show/123/96-p#Text (nata 3sepuenHs: 29.09.2023)

3. Bepxosna Pana Vkpainuu. [enscincbka nekiapanis BeecBiTHROT MequdHOI aconianii « ETuyni
IPUHIKIIM MEAWYHAX TOCIIDKEHb 33 Y4YacTIO JIIOAWHM Y SIKOCTI 00'€KTa JIOCIHIIKEHHS.
URL: https://zakon.rada.gov.ua/laws/show/990 005#Text (narta 3BepHenns: 29.09.2023).

4. epxasre mianpuemctBo «JlepxaBuuit Exkcrieptauit Llentp MO3 Vkpainn». Brius Bilinu Ha
npoBeneHHs KiaiHigyauX BunpoOyBanb JI3 B Ykpaini. URL: https://www.dec.gov.ua (nata
3BepHeHHs: 29.09.2023).

5. JlepaBre mianpuemctBo «Jlepxapuuii Excieptauit [lentp MO3 Ykpainu. [npopmaniitna
JIOBiJIKa PO CTaH KJIiHIYHUX BUNpoOyBaHb B YKpaiHi y mepion 3 01.04.2023 o
30.06.2023. Buiryueno 3: 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. 3akon VYkpaiHn «OCHOBHM 3aKOHOJAaBCTBa YKpaiHH MNpO OXOPOHY 370poB’s» (BimomocTi
Bepxosnoi Panu Ykpainu (BBP), 1993, N4, ct. 19).

7. 3axon Yxpainu Bijx 28 mumHs 2022 poky Ne 2469-1X «IIpo mikapceki 3aco0u»

8. Haka3z MinicTepcTBa 0X0opoHH 310poB’s Ykpainu 23.09.2009 Ne690 (y pemaxuii nHakazy MO3
Vikpaiau 12.07.2012 Ne523) «Ilopsimox mpoBeAeHHsS KIIHIYHUX BHUIIPOOYBaHb JIIKAPCHKUX
3ac00iB Ta eKCIEPTU3N MaTepiaTiB KIIHIYHUX BUIIPOOYBAHBY.

9. Hacranosa CT-H MO3YV 42-7.0:2008. — Jlikapcbki 3aco6u. HanexxHa kiiHiuHa mpakTtuka / B.
Maueuie, M. Jlsnynos, T. byxtiaposa Ta iH. — Kuis, MO3 Ykpaiuu, 2023

10.Hakazs MO3 Vkpaiau Bing 20.03.2024 Ne 480 "Ilpo 3arBepmkenHst cranmapty "Hacranosa.
Jlikapcbki 3acobu. Kitacudikaris mikapcbkux 3aco0iB repeqoBoi Teparmii”,

11. Hakaz MO3 VYxkpainu Bin 12.11.2024 Ne 1895 "Ilpo 3atBepmxkeHHs ctanaapty «Hacranosa.
Jlikapchki 3aco6u. BuMoru 10 J0ChE MOCTIIKYBaHUX JIKapChbKHUX 3ac001B MepeloBoi Teparii y
MeXXaxX KIIHIYHUX BUITPOOYBaHbY"

12. HacranoBa CT-H MO3Y 42 — 9.0:2024. — Jlikapcbki 3acobu. Knacudixamist mgikapcbKuX
3aco0iB mepenoBoi Tepamii/M. babenko, M. Jlobac, T. I'epacumuyk, JI. Komap — Kuis, MO3
Vkpainy, 2024.
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13. TlopsaoK TpOBeNEHHS KIIiHIYHMX BHIPOOYBaHb JiKapChKHX 3acC00iB Ta €KCHEPTU3U MaTepialliB
KIiHIYHEX BUIpoOyBaHh Ta THIIOBE MOJIOXKEHHS MPO KOMICIIO 3 IIMTAHb €THKH, 3aTBEPKEHI
HakazoM MinictepcTBa oxoponu 310poB’st Ykpaiau Big 23.09.2009 p. Ne 690.

14. LluBinbHui kogexc Yxpainu (Bimomocti Bepxosroi Pamu Ykpainu (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) /lonomixcna nimepamypa:

1. HacranoBa CT-H MO3YVY 42-7.10:2022 — Jlikapceki 3aco6u. JlocmipkeHHs: 010€KBIBaJIEHTHOCTI
/ M. Baberko, €. Tkayenko, M. I'onosenko Ta in. — Kui, MO3 Ykpainu, 2022.

2. Hacranosa 'Jlikapceki 3acobu. Hanexxna kininiuna npaktuka (GCP) ICH E6 (R3). CT-H MO3Y
42-7.18:2025', 3arBepmxeno Hakazom MinicrepcTBa oxoponu 310poB's Ne1686 Bin 05.11.2025

3." Hacranosa CT-H MO3V 42-8.6:2025 «Jlikapcbki 3aco6u. Bumoru no goxyMeHTauii 3 IKOCTi
Ha Giosioriumi JoCimKyBaHi JTiKapchKi 3aco0u y Mexkax KJIiHIYHMX BUIPOOYBaHbY

4. European Pharmacopoeia. 11th Edition. European Directorate for the Quality of Medicines
(EDQM). — Council of Europe, Strasbourg Cedex, France 2024 (€pponeiicbka dhapmakones (Ph.
Eur.) 11-e Bumanus. €BpomeichKHii TUPEKTOpaT 3 SKOCTI JKiB i OXOpOHH 310poB’s — Pana
€spomnu, Strasbourg Cedex, @panmis 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) Ingpopmauiiini 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
for Biomedical Research Involving Human Subjects, 2002 (www.cioms.ch).
3. Guideline on Requirements for First in Man Clinical Trials for Potential High Risk
Medicinal Products, EMEA/CHMP/ SWP28367/2007.
4. WHO Operational Guidelines for Ethics Committees that Review Biomedical Research.
TDR/PRD/ETHICS/2000.1.
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=254%E A %2F96-%E2%F0.
http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
9 http://zakon3.rada.gov.ua/laws/show/z1010-09.
10.  http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-10/ ethical _considerations.pdf.
11.  http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2801-12.
12.  http://www.moz.gov.ua/ua/main/ docs/?docID=12796.
13.  http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=435-15).
14.  http://zakon.rada.gov.ua/cgi-bin/laws/main.cgi?nreg=2341-14.
15.  http://www.wma.net/e/policy/b3.htm.
16.  http://www.fda.gov/downloads/Drugs/Guidance =~ Compliance =~ Regulatory = Informati
on/Guidances/UCM124731.
17.  http://www.clinicalresearchresources.com/books/books tore.html
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