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BCTYII

IIporpaMa BUBYCHHS papuabHOL pucnuminn  “Kiminiuai  JDocmimkeHHS” — CKiIaJeHa
BIAMOBiMHO 1O OCBiTHRO-HaykoBoi mnporpamu (OHII) miAroTOBKH JOKTOpa ¢inocodii 3a
cremianpaicTio 222 Memunuea 2020 p, mo po3pobieHa BiANMOBIAHO O BHMOTI YHHHOIO
3aKOHOJABCTBA YKpaiHM Ta HAa OCHOBI OCBITHBO-HayKOBOi mporpama 3i CreriagpHOCTI 222 —
MemunueEa BiHHAIBKOro HAIiOHATHHOrO MemuuHoro yHiBepcurety im. M.IL Iluporosa Bil
16.06.2016 p. (3i 3minamu Bix 25.05.2017 p.)

Onuc HaBYaJbHOI JHCHHILTIHA (AHOTAILis)

OCBiTHBO-HAYKOBHii PiBEHb BHINOI OCBITH Mepeadadac 3100yTTs 0CO60K0 TEOPETHIHNAX 3HAHB,
YMIHB HABMYOK Ta IHIIMX KOMIIETEHTHOCTEH, MOCTaTHIX JUIs NPOJKYBAHHS HOBHX inei,
pO3B’s13aHHs. KOMIUIEKCHUX IIpoOieM y rany31 npodeciitHoi Ta/abo TOCIiTHAIBKO-IHHOBAIIHHOL
nisutpHOCTI (3akoH Ykpainu «IIpo BuIIy ocBiTy», 2014).

AcripanTy BHHeceHi muTaHHs ocHoBr KepiBrmnTsa HanexHol KiliHI9HOI Ta na60paTopH01
MIPAKTUKH (GCP GLP); HaifHOBiTHIIII [aHi [MOAO NPHHIMIIB NOKA30BOI MEUIINHH, Teleﬂonorm
Ta OCHOBHI JIOKyMEeHTH GiOMeIMYHIX NOCIIDKEHB; NPABUIIA IIaHyBaHHSl, IPOBEICHHS, 3BITYBaHHS,
ayIMTyBaHHS Ta 3aBEPIIEHHsS BUNIPOOYBaHb JIKAPCHKHX 3aCO0iB; €THYHI Ta MOPAIbHO- paBOBi
aCIIeKTH JIOCIi/DKEHb; TTOPSIOK TIOBiIOMIIEHHS PO MOOIUHi SBUINA Ta PeaKIil.

CTaTyc HAaBYAJILHOT AMCIHILTIHA: BUOGIpKOBa.

IIpeaAMeTOM BUBYEHHS HABYAJIbHOI JUCIMILIIHE € 3arajbHi NPUHLIMIHE MPOBEICHHS
OioMeTHYHUX BUTIPOOOBYBaHb.

MiskaucnMIUIiHApHI  3B'SI3KM:  BiANIOBIHO [0 HABYAIBHOTO IUIAHY, BHBYCHHA
HaBYanbHOI muciwmiien «KITHi9HI JDOCTiUKEHHS» 3MiMCHIOETBCS, KOJMM acHipaHTOM HaOyTi
BiJMOBIHI 3HAHHS 3 OCHOBHHX 6a30BHX juctuiLiid Ha III piBHI BAIIOI OCBITH, a TAKOX JUCIHILIIH!
IcTopis dinocodii, K METORONOriYHA OCHOBA PO3BUTKY HAyKH Ta nuBinizarii, AHrIificbka MOBa y
HAYKOBO-MEMYHOMY CITIKYBaHHi, Me/M4HA €THKAa Ta JeoHTONOTisA, KymbTypa MOBH JiKaps:
TCleHOJIOI‘l‘-IHI/II/I acmexT, [Ty6iKkaniiiHa aKTUBHICTb Ta HAyKOMETpHYHi 6a3u naHuX, bioeTwuni T2
MEJIMKO-IPAaBOBI OCHOBH HAYKOBHX JOCTi[DKEHb. Y CBOIO depry, mucimmiina «Kuiniuni
JOCTIDKEHHS (OPMYE 3acaiil MOTTMGIEHOTO BUBYCHHS acIipaHTOM CIEMiali30BaHuX IMCIMILIIH
(Buyrpimui  xBopobw, - Kapmionoris, Pesmaromoris, —®rusiatpis, —[actpoenrepoorisi,
EHIOKDHHOJOTiS, 3araibHa NpakTHKa-civeiiHa Memuimua, IloGiuma nis oikis, Kiixiuxa
dapmaxororis, Kiiniuna 6ioximist Ta Mikpobionoris, Kniniuna mopdororis, HopmanbHa aHaToMis,
Iatonoriuna amaromis, ®iziomoris, ITatonoriuna disionoris, ®apmaxosoris, Mikpobiomnoris,
Ticronoris, Xipypris, Hepsosi xBopo6u, Ouni xBopoGu, Opromexis Ta TpaBmarosnoris, JIOP-
XBOpOOHU, AKYIIEPCTBO Ta TiHEKOJIOTis).

1. Merta Ta 3aBIaHHS HABYAJLHOI JUCIHILTIHA

1.1. Merol0 BHKIAamaHHd HaBYalubHOl aucHUIULHA «KUTiHIUHI JOCHIUKEHHS» €
dopMyBaHHSA LiTiCHOrO YSBIEHHS PO 3araibHi IOJOXEHHS, TEPMiHHM, NPHHIWIN Ta BHMOTH,
OLHKY €THYHMX T2 MOPANHHO-TPABOBHX acleKTiB, 0OPOOKY Ta aHAli3 Pe3ybTaTiB IPH [POBEACHHI
BHIIPOOYBaHb JIIKAPCHKHUX 3aC00iB.

1.2. OCHOBHHMM 3aBAAHHSMH BHBYeHHs auciumiiow «KimiHiuHI mOCHiKEHHSI» €
3I[06y'TT$I acmpaHTaMH 3HaHb, HABUYOK TA BMiHb, IO CKJIAJAI0Th OCHOBY MaiOyTHBOI mpodeciinoi
IUSTIBHOCTI.




1.3. KOMIIETEeHTHOCTI Ta pe3y/IbTaTH HaBYaHHs, (OPMYBAHHIO SKHX CIpPHSE MMCUHILTIHA
(B33€MO3B’ 30K 3 HOPMATHBHEM 3MiCTOM ITiIrOTOBKH 37100yBadiB BAIIOI OCBIiTH, chopMyIILOBaHUM
y TepmiHax pesyiprariB HapdaHHs OHII “Menuiwina” TpeTsoro (OCBITHBO-HAYKOBOTO) DiBHS
ranysi 3mamp 22 OxopoHa 310poB’sd, cremianbHOCTi 222 MenuuuHa, OCBITHBOI IpPOrpaMH
“Menmuruaa”).

3rigso 3 eumoramu OHII TpeThoro (OCBITHBO-HAYKOBOTO) PiBHS BHIIOI OCBITH rairy3i 3HaHb
22 OxopoHa 310pOB’s cremiambHOCTI 222 Menumuaa aucmumiina “Kiinigsi RoCTiIKEHHS”
3abe3nedye HAOYTTS acmipaHTaMd HACTYITHHUX IPOrPAMHUX KOMIICTEHTHOCTEH:

Interpansaa xommerentHicTs (IK): 3marHicTh po3B’s3yBaTH KOMILIEKCHI TpoOieMH B
ranysi mpodeciffHoi MeTMYHOI JisUIBHOCTI, IIPOBOJMTH OpPHTiHANLHE HAYKOBE NOCIIDKCHHS Ta
3IACHIOBATH JIOCIiAHAIBKO-IHHOBAIi#HY MisVIBHICT B raiy3i OXOpOHi 3J0pOB’S Ha OCHOBI
IIHGOKOTO IIEPEOCMUCIIEHHS HAsBHMX Ta CTBOPSHHS HOBHX IUTICHAX TEOPETHYHHX alo
IPaKTHYHUX 3HAHB Ta/ab0 npodeciiiHol MPaKTUKH.

3araasni komnerenTHOCTI (3K):
3K 1. 3naTHicTs 10 miaBUIEHHs npodeciifHol kBamidikarii
3K 2. 3paTHicTh 10 HOLIyKy, 06po0JIeHHs Ta aHaniy iHpopMallii 3 pisHUX JKepes
3K 3. 3naTHICTb BUSBIIATH, CTABHTH Ta BUDIlllyBaTH MPOQJIeMH, eHepyBaTH iei.

3K 5. 3pmatHicTh A0 CHiNKyBaHHA y NpoQeciiHOMY CepefOBHIN Ta 3 NpPEJCTABHUKAMH IHIIMX
npodeciii y HalioOHAaTBHOMY Ta MiXKHAPOJIHOMY KOHTEKCTI

Crnenianbhi (¢paxosi) komnerenTHocTi (CK):

®K1. 3gaTHiCTh 10 PO3yMiHHS MpeAMETHOT 06JacTi 32 OOpaHHM HAayKOBHMM HAMpPSMOM Ta OCBiTHBOIO
IIsUTBHICTIO z

®K2. 3paTHicTh BHABIATH NOTpeOy B JOMATKOBHX 3HaHHAX y cdepi MEAMLMHU Ta 3a HAMpPAMKOM
HAYKOBHX JIOCJIi/KEHb, FeHEPYBAaTH HAyKOBi TiMoTe3u

®K4. 3naTHicTs 06MpaTH METOAM Ta KIiHLEBI TOYKM AOCTI[PKEHHs BiJNOBIAHO 0 WileH Ta 3aBIaHb
HayKOBOTO MPOEKTY.

®KS5. BosogiHHS Cy4aCHUMH METOJJaMH HayKOBOTO JJOCITiPKEHHS

®K6. 31aTHICTh iHTEPNPETYBATH Pe3yJIBTaTH HAYKOBHMX AOCIIIKEHb, IPOBOAUTH TX KOPEKTHHH aHai3
Ta y3arajbHEeHHs

®KS8. 3paTHiCTh NpEACTABIEHHS PE3yJbTATIB HAYKOBUX MOCHIIKEHb B YCHiH i NMMCHMOBiH MOBI
BiIMOBIIHO /10 HALIIOHAIBHUX Ta Mi>KHAPOJHUX CTaHIAPTiB

®K10. 3xaTHiCTh 10 JifiepcTBa, KEpyBaHHS KOJEKTHBOM |

®K11. JIoTpuMaHHs €THKH Ta aKaJeMi4HOT 10OpOYECHOCTI

Pe3ynbTaTH HABYaAHHA

IarerpaTuBHi KiHeBi nporpaMHi pe3y/IbTaTH HABYaHHS, (OPMYBAHHIO IKHX CIIPHSIE
HaBYaJIbHA JHCHHILTIHA.

IIporpamni pe3ysraT HaB4anHs (PH):

[IPH1. [lemoHcTpyBaTd  Oe3lepepBHHI  PO3BHTOK  BJIACHOTO  IHTENEKTyaJllbHOIO  Ta
3arajlbHOKYJIBTYPHOTO PiBHIO, caMopeati3arii.




[IPH2. IaTepnpeTyBaTu Ta aHATi3yBaTH iH()OpPMAIiio 3 BUKOPHCTAHHAM HOBITHIX iH(OpMauiiHuX
TEXHOJIOTIH. g

[TPH3. BusBnarty HeBHpilleHi mpobieMu y IpeaMeTHi obnacti, GopMymoBaTH NHUTAHHS Ta
BU3HAYATH IUISIXHU 1X PilllCHHS.

[IPH7. [IlosicHIoBaTH NpHMHIMIH, choenudiunHicTe Ta YyTIMBICTD METOMIB JIOCII/DKEHHS,
inpopMaTHBHICTh OOpaHUX IMOKA3HHKIB.

[TPHS. BomomiTi, BIOCKOHAIIOBATH Ta BIPOBAIPKYBATH HOBI METOIM IOCIHiIXKEHHS 32 00OpaHHMM
HaIpsSMOM HayKOBOTO IIPOEKTY Ta OCBITHBOI JisITBHOCTI.

ITPHY. AnanizyBaTu pe3yJIbTaTH HAyKOBHX JOCIIIPKEHb, BAKOPHCTOBYBATH METOIU CTATUCTHYHOTO
JOCJIiIKEHHS.

ITPH11. IIpe3eHTyBaTH pe3yibTaTH HAYKOBHX IOCIHIIKEHb y (GOpMi IIpe3eHTallii, MOCTEPHHUX
JIOTIOBIiTeiA, myOITiKaIiid.

[IPH12. Po3BuBaTH KOMyHiKaii B TpodeciiiHoMy cepefoBHILi i rpoMajchKil chepi

[IPH15. OpranizoByBatd poGOTy  KOJEKTHBY (3100yBadiB  BMINOI  OCBiTH,  KOJET,
MDKIUCIAIUTIHAPHOT KOMaH/IN).

[IPH16. JloTpuMyBaThCs €THYHHAX HPHHIMIIB IpH pobOTi 3 NalieHTaMH, J1abopaTOpHUMHU
TBapUHAMHU.

ITPH17. [loTpuMyBaTHCs aKaaeMidHOi TOOPOYECHOCTi, HECTH BiINOBINANBHICTH 3a JIOCTOBIpHICTb
OTPHMAaHHUX HAyKOBHUX PE3yJIbTATIB.

OuikyBaHi pe3y/JIbTaTH HABYAHHA 3 JHCIHILIIHH:
1. 3mo0yBay BHINOI OCBITH MOXeE IMOSICHUTH Cy4JacHi IIPUHIUIHN JOKa30BO1 MEIUIIHHH.
2. 3naTHMI Ha3BaTH OCHOBHI KJiHIYHi €Tany po3poOKH JIIKapChbKUX PEYOBHH.

3. 3n00yBay BHINOI OCBITH MOXe Ha3BaTh cydacHi ocHoBH KepiBHuITBa HanexHoi KiliHiuHOI Ta
nabopatoproi npaktuku (GCP, GLP).

4. 3paTHWI HAa3BAaTH OCHOBHI JOKYMEHTH GiOMEIUYHHX JOCIiKEHB, BOJOAITH TEPMiHOJIOTIEN.

5. 3m06yBau BHINOI OCBITM MOX€ TMOSCHMTH IpaBHIa IUIaHYBAaHHS, IPOBENCHHS, 3BiTyBaHHI,
ayJMTyBaHHs Ta 3aBepLICHHS BUNPOOYBaHb JTiKapChKUX 3acC00iB.

6. 3maTHWI HAa3BaTH OCHOBHI €THYHI Ta MOPAIBHO-IIPABOBI aCIEKTH 0iOMEANYHHX JOCTIIKEHb.
7. BonomiTd HaBUYKAMH IIOJ0 MOPSIKY IIOBITOMIICHHS IIPO MOOIYHI SBHINA Ta PeaKilii.

8. 3m00yBau BMINOi OCBITH 3JaTHMI OLIHMTH OYiKyBaHI PU3UKHM Ta KOPHCTb JUIS NAIi€HTiB Bil
y4acTi B JOCIIDKEHHI JIiKapchKuX 3aco0iB; HamaBaTH iHQopmamito npo Giomenudne
BUIIPOOYBaHHS PETEHAEHTAM Ta yIaCHHKAM TOCIiIKeHHs 3riqHo eTndaux Bumor GCP, GLP.

9. BooziTH HaBHYKAaMH IIOJO KOPEKTHOIO PEECTPYBaHHs, 0OpPOOKH, 30€pexXeHHS Ta 3BiTYBaHHS
indopmartii, oTpuManoi i yac 6i0MEAUIHOTO TOCIIKEHHS.

10. 3106yBay BMIIOI OCBITM 3/aTHWM OI[HIOBATH KpWTepii BKIIOYCHHS Ta BHKJIIOUCHHS;
iHTepIpeTyBaTH pe3yNbTaTH JabopaToOpHHX, KIHIYHAX Ta iHCTPYMEHTAIBHHX METOMIB
JOCITiIDKEHHS.

11. BosomiTi HaBHYKAMH IIONO IHTEPIPETYBaHHS Ta 3BITYBaHHA MOOIYHHX CEpHO3HHX 1
' HecepHO3HMX MOGIYHMX SBHII T PEaKiiif; OMiHKH pe3yNbTaTiB 6ioMeIUIHUX JOCIiHKEHD.




12. 3100yBa4 BUIOI OCBITH MOXKE MOSCHUTH OCHOBHI TIOHATTS IOA0 MoaUdiKaIlii Ta CTAaTHCTHYHOI
0GpOGKH JaHHX Pe3yIbTATiB HOCIIKEHDb TKapChKUX 3aco0iB, (IHAHCOBHMX IHTAHb GioMeTUYHHIX
BHUIIPOOYBaHB.

13. TTosicauTH 0co6IMBOCTI PoGOTH Jlep:KaBHOTO €KCIEPTHOrO IIEHTPY Ta KOMiCii 3 MHTaHb €THKH
IIpH JIIKyBaJIbHO-NIPODiIaKTHYMX 3aKIIa(ax.

2. IIporpamMa HaBYAJbHOT AU CIMILTIHH

Jucuumrina | Moy 3aranpHa Kpemutu Jlexuii IMpaktryni | CamocTiiiHa
KiJIBKICTD €KTC 3aHATTS po6ota
TOIVH

Kuiniyni Monyns 1 | 45 1 6 24 15

JIOCITi IXKEHHS

Monayas 1

ITopadok nposedenns eunpobosysans nikapcoKux 3acobie. Ocnosni acnexmu Kepienuymea
no HanexcHili Kiiniunii ma naéopamopniii npakmuyi (GCP, GLP).

Tema 1: HopMaTUBHO-TIDaBOBE Pery IIOBaHHS NPOBeAeHHs OioMeHYHUX BUIPOOYBaHb B
Yxpaini

o Koncrurymis Ykpaiau 1996 p.;

e Cimeiinuit Komexc Ykpainu, 2002;

e 3akon Vkpainm «OCHOBH 3aKOHOJABCTBA YKpaiHM IIPO OXOPOHY 3/I0pPOB’s» Bil
19.11.1992 Ne 2801-XII;

e 3axon Ykpainu «IIpo mixapceki 3aco6u»,1996 p.;

e 3akon VYkpaimm «IIpo 3axucT mepcoHansHux maHux» Bim 01.06.2010 Ne 2297-VI;
«HacranoBa. Jlikapceki 3aco6u. Hanexxna kiinivna npaktuka. CT-H MO3Y 42—
7.0:2008», 3aTBepmKeHa HakazoM MO3 Vkpainu Ne 95 Bix 16.02.2009, 3i 3minamu,
BHeceHMMH HakazoM MO3 Vkpainu Bix 26.09.2017 Ne1169;

e Ilopsaok NIpoBeNEeHHS KIiHIYHMX BHUMPOOYBAaHB JKApChKMX 3aCO0iB Ta €KCHEPTH3H
MarepianiB KIiHIYHAX BUIPOOYBaHb i TUIIOBE MOJOXKEHHS PO KOMICIi 3 IUTaHb CTHKY,
3arBepkeni HakazoM MO3 Ykpainu Ne 690 Bix 23.09.2009 3i 3Minamu;

e «Hacranosa Jlikapceki 3aco6u. locmimkennst 6ioexpiBanentHocTi» CT-H MO3V 42—
7.1:2016, mo 3arBepmkena Hakazom MO3 Ykpainu Ne 22 Bin 12.01.2017p.;

e «Hacranoa. Jlikapceki 3aco6u. IToniGHi Giooriuni TikapchKi IpenapaTy, Mo MiCTATh
MOHOKJIOHANBHI aHTHTINA — HekmiHiuni Ta wiiHiyei murases» CT-H MO3Y 42—
7.4:2015, 3aTBepmxena HakazoM MO3 Vkpainu Bix 21.05.2015 Ne 295.

Tema 2. BunpoOyBanust jiikapchbKux 3aco6iB B Ykpaini. IIpodaemu Ta nepcneKTHBH

e IlanienTy OTPUMYIOTH iIHHOBAIIHI JIIKY — IIAHC HA IPOJOBKEHHS XKUTTA.
o Jliku HaArOThCSI GE3KOITOBHO.

e Jlikapi OTpUMYIOTH JIOCBiIl 3aCTOCYBaHHS Hail Cy4aCHHX TEXHOJIOTiH JIKyBaHHS
3aXBOPIOBaHb.

e CropusHHS pO3BHTKY HAyKH.
e OHOBJIEHHS MaTepialbHO-JIIKyBaIbHOI 0a3H.




e HanxomkeHHs 10 OIOJDKETY.

Tema 3. OcHOBHi 10KyMeHTH GioMeHIHOro BUNPOOyBaHHSI.

Bporypa nociigHuKa

[IpoToKos 6ioMEAMIHOrO BAIPOOYBAHHSL.

[HuBigyanbHa peecTpaliiina Gopma.

Indopmartis /s nanienTa Ta Gopma inpopMoBaHOi 3roH.

Tema 4. Kepisauurso 3 Hanexnoi npaxkrtuxu (ICH GCP Eé6 (R2)), GLP

[TizcraBu mis crBoperrs GCP, GLP.
Tapmonizanis GCP, GLP.

3minu GCP, GLP.

Ipunnwunu ICH GCP, GLP
Ipurmunu ICH GCP E6 (R2).

Tema 5. ETuuni acnmexTd BHIpPOOYBaHb JIKapchbKHX 3aco6iB. 3arajbHi NpHHOMIH
opramizanii AisTbHOCTI KoMiciii 3 NMMTaHL €THKH NpH JiKyBaJIbHO-POQLIAKTHIHHX
3aK/Ia/1aX, B IKHX MPOBOAATLCS GioMe HIHi BUNPOOyBaHHS

ETanu po3BUTKY €TUIHUX IIPUHIAIIB IPOBEACHH GloMeIMUYHUX JOCTiKEHb.
[TOHSTTS PO HE3ANEKHUM CTHIHUH KOMITET.

Cxman JIEK.

O60B’s3xu JIEK.

[IpoGneMu MisUTBHOCTI €THYHAX KOMICIH.

Tema 6. Indopmosana 3roaa.

e Bumoru 10 ohOpMIIEHHS Ta 3MiCTy iH(popMAIlii i NalieHTa Ta dbopmu 3roju.
e VMOBH OTpHMAaHHS Ta IiANKCAaHHS iHYOPMOBAHOI 3TO/IH.
e 3ayBakeHHs 10 iH)OPMOBAHOI 3TOIHU.

Tema 7. ETanu po3po0KH JiKapChKHX Pe10BHH.

Po3po6ka JOKIiHIYHHX JOCIIDKEHb.
Jocmimkenns I dpasu.

Jocmimxenns 11 dpasn.
Tlocmimkenns I1I dasu.
JTocmimkenns IV daszu.

Tema 8. IIpuHIMIH J0KA30B0I METHIIMHA

o [IoHATTA MPO TOKA30BY MEAUIIMHY.
e IlpuHIMIH JOKA30BOI MEIUIIHY.
e BrpoBamKeHHs pe3y/IbTaTiB GioMeMIHUX JOCIIKCHb B HACTAHOBH UL JiKapiB CBITY.




Tema 9. IlouaTTs npo modiuHi ABHIIA Ta peakuii

HenepenbauyBaHa mobiuHa peakifis.

[ToGiuna peaxitis.

[To6iune sBuIIE.

Cepiio3na mo6iuHa peakuis abo cepito3He NOOIIHE ABHIIIE.

Tema 10. Ilopsaok peecTpanii Ta MOBiIOMJIEHHS. IPO MO0iYHI IBMIA Ta peaKmii.

Tema

Opragizamis 360py, HEPEBIPKU Ta HaJ[aHHsI TOBiJOMJICHb PO MOOIYHI SBHINA/peaKlii.
[ToHATTS NpO IOBIIOMIIEHHS MpO MNOGIYHI sBHINA/peaknii Ta 3BiTH Oe€3MEYHOCTI
JOCIIiKYBaHOTO JIKapChKOro 3acofy, sKi CIIOHCOp Haxa€ OO LEHTPY Ta JI0 Kowmicii 3
IUTaHb €TUKH. .

[ToHaTTs mpo MOBiZOMIEHHS Mpo MOOiYHI sBHINA/peakiii, SKi CHOHCOpP Haxae Mo
BiAMIOBiAAJIEHOTO IOCTi THAKA/ OCIIiTHHKA. *

11. Bumorm o pmocmigumkis Ta JIII3/micus mnpoBeneHHs Oiomeanm4HOro

BHNIPOOYyBaHHS.

Tema

BuMoru 0 IOCHiAHHKIB.

OOGOB’SI3KH TOCITiTHHKA.

TTousarTs “ineayibHAN HOCTIAHUK .

Bumoru o JIII3/Mmicus npoBeaeHHs 6ioMeANIHOTO BUIIPOOYBaHHS.

3ayBaxxenus 1m0 Indopmanii mpo JII13/micue mpoBeneHHS BUOPOOYBaHb JIKAPCHKHX
3aco0iB.

12. KoHTpOJIb fiKOCTi BUPOOYBAHHS JiKApCHKHUX 32c00iB.
[ToHATTS PO YIpaBJICHHS SKICTIO 610MeTUYHOTO BUIPOOYBaHHS.
Mownitopusr. O6csr i XapakTep MOHITOPUHTY
OOGOB’sI3KM MOHITOPA TOCIiIKEHHS.

Aynut. Mera. Bubip ayautopiB Ta iX kBamidikanis

Tema 13. AyauT (iHcnexuisi) 6ioMeANYHOr0 BUNIPOOYBaHHS.

[onsarTs npo ayaut (iHcmekIito) 6ioMeTnIHOro BUIPOOyBaHHS.
Bunu aynury.

Eramu npoBeneHHs ayauTy. SN

T 3ayBakeHb, BUSBJICHHX I/l 4ac ayIuTy.

3. CTpykTypa HAaBYAJbHOI I CUMILTIHH

iTrikapcbkux ~ 3aco0iB.  OCHOBHI  acIeKTH
KepiBHMIITBA 10 HaJEXHiM KIiHIYHIE T4
‘Imaboparopwiit npaxtumi (GCP, GLP).

HopmatuBHO-IIpaBoBe pEryJIFOBaHHS]

HasBu 3MicTOBUX MOAYIIiB Beboro Jexuii |[Ipaxtauni | Camocriiina
i TeM ik BansaTTs poborta
[Topsmox  mpoBemeHHS  BUIPOOOBYBAHH

|3

N
1

[y




IpOBEICHHsST OiOMEIMYHUX BHIPOOyBaHb B
VYxpaini

BunpoGyBaHHs JIKapChKHX 3aco0iB B
Vxpaini. [Ipo6ieMu Ta nepCreKTUBH.

OcHOBHI JIOKYMEHTH GioMeInIHOro
BUNPOOYBaHHS.

Kepisuuureo 3 HanexHoi mpaktuku (ICH
GCP E6 (R2)), GLP.

Bumorn mo pochmigmukis Tta JIII3/micis
IpOBEIEHHS GiOMEIMIHOTO BUIIPOOYBaHHS

ETnuHi acmekTd BHIPOOYBaHb JIIKapCHKHX
3ac00iB. 3araibHi IPHWHIANA OpraHizarii
JUSIBHOCTI KOMICIH 3 NUTaHb €THKH IIpH|
JKYBaJIbHO-TIPOQIIAKTHYHMX 3aKJIalaX, B
SIKMX IPOBOISTHCA 6iomenuyHi
BHIIPOOYBaHHS

biomemuuni BUOpoOyBaHHS 3a Y4acTIoO|

HeIie30aTHUX JIOCITiKYBaHHUX, AKI|
HECTIPOMOXKHI CaMOCTiHHO naTy
iHpOopMOBaHy 3roxy

Bumoru 10 y4acTi miteit y BUIpoOyBaHHIX]
JTKapChKHX 3ac00iB

BpasmuBi cy0’€eKTH Ta MOXUJIMBICTH iX
y4acTi y 6ioMeANYHUX BUNPOOYBaHHAX

IadopmoBana 3roza.

N

—

IMoustrst mpo COII xoMiciit 3 THTaHb ETHKH
pu \ JIKyBaJIbHO-
poLTaKTUIHUX 3aKiIafax

JlispHiCTh Jlep)KaBHOTO €KCIIEPTHOTO

neatpy MO3

3axuCT MpaB MAIliEHTIB

KuminiyHi eTamu po3poOKy JIiKapChbKUX

pEYOBHH

[puHIMIHN NOKa30BOI METUIIMHH.

IToHATTS PO AOKJIiHIYHE BUBUCHHS

Oe3IeKH JIiKapChKUX 3ac00iB

Meroonoris OioMeqUUHHX BHIIPOOYBaHH
(monBiitHO ciire, ciire, manebo-
KOHTPOJILOBaHE, IOPIBHSUIBHE 3 TPYNOIO)
aKTHBHOT'O KOHTPOJIIO, 3 FPyNIaMH aKTHBHOIO
i mane6o - KOHTPOJIIO)

[ToHATT TpPO CYTTEBY  TEpAlEBTHYHY)




KOPHCTH BUNIPOOYBaHHS JIiIKApCHKHX 3aC00iB
HousTTs mpo mo6ivHi sBHIIA Ta peakIii 2 - 2 -
Ilopsizok peectpanii Ta noBizomienss npo | 1 - 1 -
100i4Hi SBUIIA Ta peaKiii
IMoBinoMnenns npo nob6iuni suma i 1 - - 1
peaxiii, siKi Haiae BiAMOBinaTbHM
JOCIITHMK /OCIIi THHK 110 CIIOHCOPA.
IToBinomienHs po mo6iuHi SBHUIIA i 1 - - 1
Ppeaxiiii, IKi Hajae BiIOBifaTbHIH
JOCTITHUK /OCITi THUK 0 KOMICii 3
IIUTaHb CTUKH.
Bumorw 1o cknanaHHs moBizomaenss mpo | 1 - - 1
NiZI03pIOBaHy HelepentadyBaHy cepHo3Hy
n06IYHy peaxiiro.
Bumorn no mocmimmuxie Ta JIII3/micus]
IPOBENICHHS 0iOMEIMYHOTO BUIIPOOYBAaHHS | 2 - 2 -
KouTposs sxocTi BUIIpoGyBanHs TiKapchKHX
3aco0iB 2 - 2 -
OG0B’ s3KH crioHCOpa 1 - - 1
Aynut (iHCmeKris) GiomenuuHOrO
BUIIPOOYBaHHS 2 - 2 -
3ayBakeHHs, SIKi MOXyYTb GYTH BHSBIIEH i
4ac aynuty GiOMEeIMYHOro BUIPOGYBaHHS
BUSIBJICHI 1 - - 1
Yceboro 45 6 24 15
4. Temu Jiexuiit
!Kim,lcicn,
Ne 3/m Ha3Ba Temn
roJHH
§ 8 Iopsinox npoBeneHHs BUIPOGOBYBAHE JTKAPCHKHIX 3aC06iB 2
Bumoru no nocmimmukis ta JIII3/Micust mpoBeneHHS 6iOMEIHIHOIO
2, BUIIPOOYBaHHS D
Y ETvyni aciexTs BUnpoGyBaHb mlcapcr,lcnx 3ac00iB. 3araipHi MpUHIMIN 2
OpraHisamii MisUIBHOCTI KOMiCiff 3 mNUTaHp eTHKH IIPH  JIIKyBaJIbHO-
MpOQUIAKTHYHUX  3aKIajax, B IPOBOAATECA  OGioMequuHi
BUIIPOOYBAHHS JIIKAPCHKUX 3aC00iB




Ycworo

5. TeMu NpaKTHYHHX 3aHATH

Ne KiabkicTs
Ha3zBa Temn
3/n roANH
HopMaTuBHO-TIpaBOBE peryJIIoBaHHS IIPOBEICHHS GioMeTnYHHUX
1. BUNPOOYBaHb B YKpaiHi 2
8 Bunpo6yBaHHs JTikapchkux 3aco6iB B YkpaiHi. [Tpo6remu Ta epCreKTHBH |2
i OCHOBHi JJOKyMEHTH 6iOMEIHYHOTO BUIIPOOYBaHHS 2
4. Kepiraunrso 3 Hanexnoi npaxtuku (ICH GCP E6 (R2)), GLP 2
ETvuni acrmekTH BHUIOpOOYBaHb JIKApChKHUX 3aco0iB. 3araibHi NPUHIMIY
opranizarii JUSUTBHOCTI KoMmiciit 3 MTUTaHb ETHKHI pH
JMKYBATbHO-IPO(ITAKTHYHAX 3aKIafax, B SKHX NPOBONATHCS GioMenndHi
. F BUATIPOOYBaHHS 2
6. IadopmoBana 3rozna 2
i Etamu po3poOku JTiKapChbKUX PEYOBHH 1
8. [MpuHIMIN TOKa30BOI MEAUIIHHH 2
g, [ToHATTS Mpo MoGiYHi SIBUINA Ta PeaKIii 2
10 TIopsimoK peecTpallii Ta IOBiIOMIICHHS PO N0GIYHiI ABHIIA Ta Peakuii 1
Bumors o gocrmiguukiB Ta JI[I3/micus mpoBeleHHS O0iOMEIUYHOIO
11 BUNIPOOYBaHHS ' 7
12 KoHTpob SKOCTi BUIIPOOYBaHHS JIIKapChKHX 3aC00iB 2
13 Aynur (iHCTeKiss) 6i0MeIUYHOro BUIPOOyBaHHS 2
Yceboro 24
6. CamocrTiiina pobora
Ne KinbKicTh
Tema
3/n B roAuH
1 TTopsiiok MpoBeeHH s BUIPOOOBYBaHb JIIKapChKUX 3ac001B 1
BioMenuuHi BHIPOOYBAaHHS 3a y4acTiO HENi€3aTHHX NOCHiKYBaHMX, SIKi
2 HECIIPOMOJKHI CaMOCTiifHO HaTH iHYOPMOBaHy 3ro1y 1
3. Bumoru 10 ydacTi AiTeil y BUnpoOyBaHHSX JIIKapChKUX 3aC001B 1
Bpasnupi cy6’ekTH Ta MOXIMBICT iX ydacti y OioMeAMYHHX
4. BUIIPOOYBaHHSAX 1




[MonstTs  1po COIl  xomicii 3 NHUTaHb €THKH  TIpH
JKyBaJIbHO-IPOGiTaKTHYHMX 3aKjIaaax

JlispHicTs JlepkaBHOTO eKciepTHoro neHTpy MO3

3axuCT MpaB MAIiEHTIB

ol N S i

TTOHSATTS PO JOKJIiHIYHE BUBYEHHS Oe3MeKH TikapChKHX 3ac00iB

10.

Metonosoris 6ioMenuUHUX BUIpoOyBaHs (IIOABIHHO cliilte, ciine, miane6o-
KOHTPOJILOBAHE, MOPIBHSUIbHE 3 IPYNOI0 aKTHBHOTO KOHTPOIIO, 3 Ipynamy]
AKTHBHOTO i 1mane6o - KOHTPOJIIO)

[TOHATTS TPO CYTTEBY TEPANEBTHYHY KOPHCTH BHIPOOYBaHHS JiKapChKHX
3aco0iB

11

TToBimoMieHHs npo No6iuHi sBHINA i peakil, SIKi HaJae BiANOBiTaTbHAM

JIOCJIiTHHK /TOCITITHUK 0 CIIOHCOpA.

124

TToBimomieHHs npo no6iyHi siBHIa i peakil, sIKi HaJae BiNOBiTaTbHAN

JTOCITITHUK /MOCTiAHUK JO KOMicii 3 MIUTaHb €TUKH.

13.

BuMorH 10 cKJIaJaHHs MOBiTOMIIEHHS TIPO Mi03PIOBaHy HeNepenoavyBaHy

Cepito3Hy IMOOIYHY peaKIilo.

14.

OO6OB’sI3KH CIIOHCOPA

15:

3ayBaxKeHHs, AKi MOXYTh OYyTH BHSBICHI Iif 4ac ayauTy GioMeIuYHOro
BUIPOOYBaHHSA

Ycnoro

15

7. 3aBaaHHA JJIA caMocTiiiHol poGoru: OmpaiioBaHHs MaTepialy 3TiJHO TEMaTHYHOrO ILIaHy
i3 3aCTOCYBaHHSM CyYacHUX iHQOpMAIiHHIX TEXHOIOTIH.

8. InguBinyanbni 3aBaanns: HamwcaxHs pedepaTy, JONOBiAb Ha 3aCiJlaHHAX HayKOBUX
KOH(EPEHIIil, M AroToBKa HAYKOBOI CTATTi, pallioHAN3aTOPCHKi IIPOIO3HILi], TATEHTH.

9. Meroan HaB4aHHs: [IpaKTHYHI 3aHATTS, MiICYMKOBI 3aHATTS, MOIYJIb, JIEKIIii, KEPIBHUIITBO
HJIPC. BUKOpHCTaHHS AMCTAHI[IMHOTO HABYAHHS — 3 3aIyYEHHSAM acHipaHTiB 0 MiKXHAPOIHO
BU3HAHMX KYpCiB Ta OCBITHIX PeCypciB, HABYAbHA JUCKYCis, Cylepeuka, 0OroBopeHHs Oyiib-
SKOTO TUTAaHHS HABYAIBLHOIO Marepiajiy, CTBOPEHHs CUTYyallii iHTepecy B MpOIeci BHKJIAJaHHS
HABYAJIBHOTO MaTepialy 3 BUKOPMCTAHHS IPUrOJ, TYMOPUCTHYHUX YPUBKIiB, CTBOPEHHS CHTyallii
HOBH3HU HABYAIBHOTO MaTepiairy, Oopa Ha >KUTTEBUH JTOCBiJl.

10. Meroau oniHoBaHHA (KOHTPOJIO): YCHHM KOHTPOJb: OCHOBHE 3allUTaHHS, JOJATKOBI,
JIOLOMIXKHI; 3alUTaHHA y BHIJIAAI NpoOJeMH; iHAWBimyanbHe, (pOHTaIbHE ONUTYBAaHHS i
KOMOiHOBaHe; MUCHbMOBUI KOHTPOJIb; IPOIPaMOBaHUN KOHTPOJIB.




11. ®opMa miZCYyMKOBOr0 KOHTPOJIIO YCHIIIHOCTI HAaBYaHHMA: 3aJIiKOBi Oamm acmipaHTa
CKJIQJIAIOTECS 3 CyMH 6aliB TOTOYHOTO KOHTPOJIIO, OTPUMAHUX ITiJ] Yac 3aHATh.

12. ®opma MOTOYHOr0 KOHTPOJI0 ycmimHocTi HaBuaHHs: Orinka 3 mucnumutiay “Kiinivzi
JIOCITiKEHHS” BU3HAYAETHCA 3 yPaXyBaHHAM [IOTOYHOI HABYAJIBHOI TisUTBHOCTI acmipanTa i3 BCiX
TEM 3a TPATUIINHOIO 4-0aJBHOI0 CHCTEMOIO (BiIMiHHO, nOOpe, 3aI0BUIBHO, HE3aIOBLIBHO) 3
MOJATBIITNM TIepepaxyHkoM y 200-0anbHy mKaty.

Ouinka '"BiAMiHHO' BHCTaBISETBCS y BHIIQJKY, KOJNH acHipaHT 3HA€ 3MICT 3aHATTA Ta
JIeKIifHUN MaTepiaj y MOBHOMY 00cs3i, LTIOCTPYIOYH BiINOBiAi Pi3HOMaHITHUMHU IPHUKIATaMH;
Jlac BUYEPIIHI, TOYHI Ta SACHI BiAmOBiai Oe3 Oyab-IKHX HABiIHUX MMUTAHB; BUKIaaae Marepiain 6e3
IOMHJIOK i HETOYHOCTEl; BIIFHO BHpINIye 3aJadi Ta BHKOHYE IPAKTU4HI 3aBJaHHS DPI3HOTO
CTYIIEHIO CKJIQJIHOCTi, CAMOCTi{HO reHepye iHHOBaIliiHI i/1ei.

Ominka '"'moGpe' BHCTABIISETHCS 32 YMOBH, KOJIHM aCIipaHT 3HA€ 3MiICT 3aHATTA Ta JoOpe Horo
po3yMie, BIINOBiAI HA MUTAHHS BHUKJIAJAE€ MPAaBUIILHO, MOCIIOBHO Ta CUCTEMATU4HO, aJI€ BOHH
HE € BUUCPITHAMH, X04Ya Ha J0JaTKOBi MUTAHHS aCIipaHT BiAMOBigae 0e3 MOMIIIOK; BUPIIIye BCi
3aj1aui i BAKOHYE MIPaKTHYHI 3aBJIaHHS, BiTIyBaIOYH CKJIAIHOIII JIAIIE Y HaHBaXXUUX BHUIAAKaX.

Oninka '"'3a10BiJIbHO'' CTAaBUTHCS aCIipaHTOBI Ha OCHOBI 00 3HaHb BCHOTO 3MICTY 3aHATTA Ta
IpH 3aJ0BLIFHOMY piBHi HOro po3yMiHHS. ACHipaHT CIHPOMOXHHH BHpIllyBaTH BHIO3MiHEHI
(crpornieHi) 3aBJaHHS 32 TOMOMOTOIO HaBiTHUX ITMTaHb; BUPIMIye 3aa4i Ta BUKOHY€E IPAKTHYHI
HABHYKH, BiJUyBalOYd CKJIAOHOINI Yy MPOCTHX BHIAJAKaX; HE CIPOMOXHHH CaMOCTiIHHO
CUCTEMAaTHYHO BHKJIACTH BIiANOBiIb, ajleé Ha MpPSAMO IIOCTABJIEHI 3alUTaHHS BiAIIOBiAac
PaBUIIBHO.

Oninka '"He3aX0BLIbHO' BHCTABISIETHCS Y BHIANKaX, KOJIHM 3HAHHS 1 BMIHHS aclipaHTa He
BiIOBIIaIOTH BUMOTraM "3aI0BUILHOI" OIIIHKH.

OuinoBaHHA caMOCTiiiHOT po06oTH.

OuiHOBaHHS CaMOCTiHHOI poOOTH acmipaHTiB, fKa mepexbaueHa B TeMi MOpSAA 3
ayJIUTOPHOIO pOOOTO, 3MIMCHIOETHCS TiJ{ Yac MOTOYHOTO KOHTPOJIO TEMH Ha BilIIOBiIHOMY
NPaKTHIHOMY 3aHATTI.

Kpurepii oninroBanas

dopMa KOHTpOJIIO i CHCTeMa OIliHIOBaHHS 3 JMUCIMIUTIHU 3/iHCHIOETHCS BiIIOBIIHO 10O
BUMOT TIpOTpaMH JMUCIUIUIIHK Ta IHCTPYKIil, mMpuiHATUX pimeHHsM Buenoi pamu BHMY
npotokos Ne2 Bix 28.09.10. IlIkana nepepaxyHKy TpaauIlifHUX OIiHOK Yy pedTuHrosi 6amu (200
OaytiB) I AMCUHUILTIH, IO 3aKiHYYIOTHCS 3aJIiKOM INpHiHATA pimeHHsM Buenoi pamu BHMY
npotokoin Ne2 Bix 28.09.10. ’

BuBueHHS mpeaMeTy 3aKiHYYeThCS 3aliKOM, SKHM BiOyBa€TbCs Ha OCTaHHBOMY 3a
po3KsagoM 3aHATTI. ONiHIOBaHb 3HAHb BifOYBAacThCS HACTYTHUM YHHOM: CyMa BCIX INOTOYHHX
OLIHOK JIiNMTHCS HAa KUIBKICTh MPaKTHYHUX 3aHATh. OTpuUMaHe cepelHE 3HAYECHHsS OLHKU
IIePEBOIUTECS y Oad 3riTHO €IMHOI YHIBEpCAIBHOI MIKAIH TMepepaxyHKy TPAIUIIHHUX OI[IHOK 3
5-6anpHOi cuctemu y peitiurarosi 6anu (200 6ani). st TUCIUILTIH, IO 3aKiHIYIOThCS 3AJIiKOM,
3aJliK CTABUTHCS IIPH MiHIMaNbHI# KinbKkocTi 6aiiB 120.




IlIxaua oninoBaHHs: HamionaasHa Ta ECTS

i : OniHka 3a HalliOHATBHOIO MIKAJIOI0
Cyma O6aniB 3a BCl Oui %
.. | Ominka S
BUAM  HABYAIBHOI | prrg I y
TisUTBHOCTI
180-200 A
170-179,9 B
160-169,9 C 3apaxoBaHO
141-159,9 D
122-140,9 E
He 3apaxoBaHO 3 MOXK/IMBICTIO IIOBTOPHOT'O CKIIaJlaHH
FX
He 3apaxoBaHO 3 00OB’3KOBMM MOBTOPHHM BHBYCHHAM
F JCITUILTIHA

13. MeToau4uHe 3a0e3mMedeHHSA

HapuajpHuii KOHTEHT (KOHCHEKT a60 PpO3MMPEHHH IUIaH JIeKIiH), IUIAHH MPaKTHIHKX
(ceMiHApCHKHX) 3aHATH, CAMOCTIHHOI POGOTH, NHTaHHS, METOJMYHI BKA3IBKH, 3aBJIaHHS abo keiicu
JUTSL IOTOYHOTO Ta Ii/ICYMKOBOTO KOHTPOJIIO 3HaHb i BMiHb 37100yBaviB).

HepemK HABYAIBHOTO O6JaIHAHHS, TEXHIYHAX 3aco0iB HAaBYaHHSI: MaTepiasbHi, HemaTeplaan Ta
iHI pecypcH, IO 3HAXOMATHCS Y KOPUCTYBaHHI JUIS IPOBADKEHHs OCBITHBOI JiSUIBHOCTI, @ came
MeJianpoeKTop, MEPCOHATbHI KOMII TOTEPH.

®opMa HaBYAHHSA: JeHHA ab0 Moxe OyTH 3MiHEHa Ha IMCTAHLIHHY, BPaXOBYIOUH BIICHKOBHH
CTaH, KU TpUBa€ B YKpaiHi.

14. PexomeHaoBaHa JiTepaTypa
1) Ocnosna nimepamypa:
1. Argec Caitat Peitmonn, MopozoB AM, Awrtunkun IOI. IH(bopmamHHa Oporrypa 010
IIPOBE/ICHHS KIiHIYHAX BUMPOOyBaHb Jikapchkux 3acoliB B memiarpii. Kuis: JIII «JlepxaBHHH
eKcIiepTHHiA IeHTp MiHicTepcTBa 0XOPOHH 310poB’s YKpainmy»; 2013. 64 c.

2. BakoH Yxpainm «OCHOBH 3aKOHOJABCTBAa YKpalHH MpPO OXOPOHY 3/0POB’S» (Bimomocri
Bepxosroi Paqu Yxpainu (BBP), 1993, N4, cr. 19)

3. 3akon VYkpainu «I[Ipo mixapckki 3acobu (Bmomocn Bepxosroi Pagu Yxpainu (BBP), 1996,
N22, crt. 86).

4. 3axon Ykpaiau pin 28 mumms 2022 poxy Ne 2469-IX «IIpo mikapceki 3ac00m»

5. Koerys JI, SIuxosa JI, Paciytrsx C, Ta iH. 3araibHi IPHHIMIE OpraHi3amii MisibHOCT] KOMicii 3
UTAHb €THKM IpPH JIKyBaIbHO-TIPO(INAKTHYHEX 3aKiafax, B SKHX NPOBOAATHCS KIiHIYH




BUNpoOyBaHHs Jikapcbkux 3aco0iB. Iloci6uuk; Kuis: JIII «JlepkaBHHH €KCIEPTHUM LEHTP
MinicTepcTBa 0XOpOHHU 310pOB’st YKpainu»; 2017. 44 c.

6. Koncrurymnis Ykpainu (Bimomocti BepxoBnoi Pamu Ykpaiau (BBP), 1996, N30, ct. 141).

7. Kopuanpkuii B. Etnuni nuranss B Meauuniit npaktuni. CydacHi npobiaemu Gioetuku. Kuis:
«Axkanemmepioaukay; 2009;175-179.

8. Kpuminansauit xomexe Ykpainu (Bizomocti Bepxosuoi Pagu Vipainu (BBP), 2001, N25-26,
ct. 131).

9. Kyniniuenko BJI, Bexopmmuina CB. Eruuni xomitetn. CTaHOBJIEHHS, CTPYKTypa, (YHKILI.
Kuis: BugaBens Kapnenko BM; 2002. 160 c.

10. MixkHapoHI €THYHI pEeKOMEHMAIll MOA0 JOCIiHKeHb, ITOB I3aHUX i3 30pPOB’SM, 3a Y4acTIO
moael po3pobieni Pamgoro MixkHapoaHux opradizaniii Menuunnx Hayk (CIOMS) y coiBnpari 3
BcecitHROIO Opranizamniero oxoporu 3710poB’s (BOO3). [II «/lepxkaBHUN €KCHEPTHUH LIEHTD
MinictepcTBa 0XOpOHHM 310poB’st Ykpainu»; 2018. 121 c.

11. Haka3z MinictepcTBa oxoponu 310poB’st Ykpaiau 23.09.2009 Ne690 (y pemaxuii Hakasy MO3
Vkpainua 12.07.2012 Ne523) «Ilopsmox mMpoBeNEeHHS KIIHIYHMX BHIPOOYBaHb JIKAPCHKHX
3ac00iB Ta €KCIIEPTU3U MaTepialiB KIiHIYHUX BUIIPOOYBAaHbY.

12.Hakaz MO3 VYkpaiau Big 20.03.2024 Ne 480 "Hpo 3arBepmxeHHs cTanzapry "Hacranosa.
Jlikapceki 3acobu. Knacugikaris gikapchKux 3aco0iB mepeoBoi Tepamii’.

13. Hakaz MO3 VYkpainu Bix 12.11.2024 Ne 1895 "IIpo 3arBepmxeHHs craHmapty «Hactanosa.
Jlikapceki 3aco0u. BuMoru 10 10Che MOCITIIKYBaHUX JIIKApPChKHUX 3ac00iB mepenoBoi Tepamii y
MeXax KIiHIYHUX BUIIPOOyBaHb)»"

14. «HacranoBa. Jlikapceki 3aco6m. Hanexxna ximiniyaa npaktuka. CT-H MO3Y 42— 7.0:2008»,
3aTBEep/DKeHa Haka3oM MiHicTepcTBa 0XOpOHH 310poB’s Ykpainu Bim 16.02.2009.p. Ne 95, 3i
3minamu (Haka3 MO3 Vkpainu Big 26.09.2017 Nel1169).

15. TTopsiaox mpoBeNeHHS KIiHIYHUX BHIIPOOYBaHB JIIKAPCHKUX 3aCO0IB Ta €KCIIEPTU3U MaTepiajiB
KITHIYHUX BHOpOOYBaHb Ta THIIOBE MOJOKCHHS MPO KOMICil0 3 IMHTaHb €TUKH, 3aTBEPIUKEHI
Haka3zoM MiHicTepcTBa 0XOpOoHH 370poB’s Ykpainu Bix 23.09.2009 p. Ne 690.

16. LlusinpHuit koxexc Ykpainu (Bimomocrti Bepxohnb‘f Pamu Yxpainu (BBP), 2003, NN40-44, ct.
356

17. 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).

18. Beauchamp T L, Childress JF. Principles of biomedical ethics. Oxford.: Oxford university press;
1994. 546 p.

19. Kuhze H, Singer P, Bioethics. An Anthology. Oxford: Blackwell Publ. Ltd; 1999. 600 p.

N

2) [lonomiscna nimepamypa:
1. 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.

2. United Nations, Treaty Series, Vol. 999. Accessed in untreaty. Un.org/English/access.asp.

3. Good Clinical Practice: Question & Answer Reference Guide. Edited by M.P. Mathieu. Barnett
International. May 2007. .
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Hobposa BE, 3ymanenr [A, Mopo3oB AM Ta iH. MeTomoJOTiYHI NPHHIUIMN OpraHizamii
CHCTEMH YIPaBIiHHS JAaHUMH y KIiHIYHEX BUnpoOyBaHHsX (136.12/13.13) : meton. pek. Kuis;
2012. 32 c.

. Jo6posa BE€, 3ymamens IA, Mopo3zor AM, Tta in. HaykoBe oOrpyHTyBaHHS METOIOJIOTIT

CTaTHCTUYHOI OIIIHKM II€pEeHOCHMOCTi JIKapChKHX 3aco0iB INpH TPOBEHCHHI KIiHIYHHUX
BunpoOyBans (125.12/262.12) : meron. pek. Kuis, 2012. 32 c.

3ynaneus [A, Mopo3zoB AM, Hikonaesa BB Ta in. HaykoBe oOrpyHTYBaHHsS MOJENi opraHizariii
Ta MPOBEJCHHS KIIHIYHUX BHIIPOOYBaHb 3a y4acTi 340poBUX HoOpoBoibLiB (59.11/256.11) K.,
2011.31-¢:

Manene B, JlsmynoB M, ByxtiapoBa T, ta in. Hacramosa CT-H MO3Y 42-7.0:2008.
Jlikapceki 3aco6u. Hanexxna kininigna npaktuka. Kuis, 2009. 48 c.

Massies B, Jlamynos M, Byxriaposa T, Ta in. Crangaprusanis (papManeBTHYHOI IPOIYKIIii.
CT-H MO3Y 42-7.0:2008. Hacranosa. Jlikapceki 3acobu. Hanexxna kiriniuna npaktuka. Kuis:
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