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BCTYU

Ilporparvra BIIBqeHHfl HaBqaJIbHoi AucIIltu.ninu o'KIiHi'{Hi

AocniAx6eHHf,. H€uIeXHa rnini.IHa npaKr[Ka" cKra4eHa eiAnoeiAHo Ao

ocBirHbo-HayKoBoi nporpaMu (OFtrI) niAroronru AoKropa Sinoco$ii :a

creqiulrlbHicuo 222 Metvr\una 2020 P, ulo poapo6neHa BiAroBiAno Ao

Br4Mof rrHHHoro 3aKoHoAaBcTBa VrpaiHH Ta Haocnoei ocBlrHbo-HayKoBol

rporpaMa gi creqiarbHocri 222 MeAraIIr,rna Binsuurxoro
HarlioH€ulbHoro MeAI4qHoro yninepcurery irr,r. M.I. llnporona si4

16.06.2016 p. (si 3MiHaMv eia 25.05.2017 p.) Ocniruro-HayKoBa

[porpaMa (MeAr4rILrHa) rperboro ocBirHbo-HayKoBoro pinnr BI4IIIo1

ocBirl4 3i cleqianbHocTi 12 MeAurlzna reperntHyra ra peAaroBaHa

po6ovoro fpyrorc (llpororo.rr J\bl0 sil 29.05.2025), 3arBepAxeHo

BrreHolo paAoro BHMy irr,r. M.I. lluporoea 29.05.2025 p. npOroKoJl Nsl0.

3ri.qno Hara:y J\e88 si.q 30.05 .2025 BBoAI{rbcq n Airo 01.09.2025p.

Onuc HaBqaJIbnoi Ancuun.niuu (anorauin)

Ocnirnro-Hayxonufi pineHs slalqoi ocsirn repeA6ar{ae :4o6yrrr
OCO6Orc TeOpeTI,ItIHnX 3HaHb, yuiHr, HaBIIqOK Ta isurHx

KOMrreTeHTHOCTefi, AOCTaTHiX Anfl rIpoAyKyBatHfl, HoBI4x rgeit,

po3B't3aHHfl KoMIIJIeKcHI,IX [po6neM y rany:i upoSecifiHoi tala6o

AocniAHLIIIbKo-iHHoBaIIifiHoi tiq;lrHocri (3aroH Yxpaiun <llpo szu1Y

ocBiry), 2014). Cran4apr euqoi oceiru rperboro (ocnitno-nayxonoro)
pinnr ralysi 3HaHb I Oxopona 3AopoB's i coqiansue ga6e3[eqeHHq 3a

cneqiarrH icto 12 ve Aul tz.rta.

AcuipaHry BuIHeceHi nI4raHHt ocHoBI4 KepinuHqrna Hzurexnoi

xniniqHoi ra na6oparopHoi rpaKrr4Kr,r (GCP, GLP); Hafinoeirrriuri aani
rrIoAO npunquuin AoKa3oBoi rrle4uquuvt, TepMiHonoriq Ta ocHosHi

AoKyMeHTH 6ioNreAIa.IHnx AocniANenr; [paBl4na IInaHyBaHHt,

npoBeAeHHq, :nirynannx, ayAvITyBaHHs, Ta 3aBep[IeHHq BI,Inpo6yBaHb

lirapcrxrax saco6ie; eru.uri Ta Mop€LlbHo-rlpaBosi acnexrz AocliAx(eHb;
rrop{AoK rroBiAoMJIeHHt npo ro6iqui snuula ra peaxqii.

Craryc HaBrIaJrbnoI Aucqun.niuu : nra6ipxona.

flpeqruerOru BuBIIeHHt HaBq€uIbHOi AuCUuunisu e 3araJlbHl

rrpl{HIII4nI4 rlpo BeAe HHfl 6 i orvreluq HI4x B LI rp o6 o nyn aH r.



Mixaucuun.niuapni tstqgKlt: niAuoeiAno Ao HaBrI€LIIbHoro

rrJraHy, BurBrreHHr Has.{amHoi Alrcqnnrinu <Kniniqni gocnilxeHH.a.

Halexsa KriHi.rHa rrpaKTr,rKa">> gAificnroerbct, KoJItI acnipanrou na6yri
ni.qnoniAui sHaHHq 3 ocHoBHIax 6a.sosux Allcql4uliu sa III pinHi s1aqoi

ocniru, a raKoxt AlacUunlin: Icropir Qiloco$ii, {K MeroAonoriqHa

ocHoBa po3BI4rKy HayKI4 ra Uunilisaqii, AnrnificrKa MoBa y HayKoBo-

MeAr{qHoMy cninrynauui, MeAI,IqHa eTuIKa Ta AeoHToltolil, Kynrrypa
MoBr,r nirapr: repvriHonori.rHrafi acIIeKr, fly6nixaqifiHa axrunuicrl ra
HayKOMeTpu.{Hi 6asu Aal:zx, Eioerraqni ra MeAzKo-npanoni ocHoBI4

HayKoBIlx AocliAxesr. y cBoto tlepry, Allcqunnisa <KIini'IHi
Aoc[iAXeHHt. Halexua rlini.Ina IIpaKr]IKa") Sopuye 3aca4vr

norJrlr6JreHoro Br,rBqeHHr acrtipaHToM crteqiani3oBaHHX AI4cIrI4rlniH

(BnyrpiruHi xBopo6u, KapAiolorix, Peauarolorit, @ru:iarpir,
facrpoenrepoloria, En4oxpr{HoJrorit, 3aralrsa npaxrr,rra-cirraefiHa

Me.quqr4Ha, llo6iqna lis niria, KniHi.rHa Qaprvraronolil, Kniniqna
6ioxirr,ris ra uirpo6iolorix, Kniniqna rr,rop$onorix, HoprvraJlbHa auatouir,
llaronori.rHa auarouis, (Disioloril, llaroloriqHa Qiaionorix,
(Dapvraroloril, Mixpo6iolorit, ficronorir, Xipyprix, Hepnoni xnopo6u,

O.rHi xaopo6u, Oprone4ir rpaBMarororir, JIOP-xeopo6n,

Ar<yruepcrBo ra riHerororir).

1. Mera ra 3aBAaHHfl HaBqa.nsuoiAHcqunliHlt

l.l. Meroro Br4KJra.rIaHHs nasqanrHoi Aucllunlisz <KniniqHi

AocniAxeHHq. Hane)KHa rnini.{Ha npaKTI4Ka">> e $opMyBaHHt qinicnoro
ysBneHHJr npo saraluri noJloxeHHr, tepuiHz, rIpI4HqI4tIkr ra BI4MofIa,

oqinry err,rrrHr4x ra Mop€ulbHo-npaBoBl4x acnertin, o6po6xy ra aHani3

pe3yJrbrarin upn rpoBeAeHui nr.rupo6yBaHb lirapcrrux saco6 is.

1.2. OcnoBHr4MH 3aB.rIaHHflMr4 BraBqeHHr AI4cIIunriHtt <KniHi.{Hi

AocniAxenru. HaleXHa rnirri.IHa npaKrl,lKa> e gAo6yrrfl ac[ipaHravra
3HaHb, HaBr4r{oK Ta nuiur, uo cKJIaAaIorb ocHoBy laafi6yruroi
upoQecifi noi Aismsocri.

1.3. KounereHruocri Ta pe3ynbrarl4 HaBqaHH{o $opruryBaHHlo qKuX

cnpr4re AucqzuniHa (nraervro3s' s3oK 3 HopMarI{BHI4M gtuicroru niAroronru
s4o6ynauis eurr1oi ocnirn, c$oprvrynboBaHnM y reprrriHax pe3ynmarie

HaBqaHHs OHn "MeAIlIIzua" TpeTboro (ocnirHro-nayronoro) pinna

npluloi ocniru B raly:i 3HaHb I Oxopona s4opon'a ra coqiallHe

sa6egne.reHHr, ga cueqiamnocri 12 Meanquna).



3ri.qno 3 Br4Morarr,ru oHlI rperboro (ocnirnro-HayKoBoro) pinnr

suqoi ocsiru B ranyai 3HaHb I OxopoHa s4opon'a Ta coqialrne

3a6e3[eqeHHt, tu ..r.Ui-ruocri 12 MenwII'IHa AucqunniHa "KliuiqHi

AocJIiAxeHHt. Halexua rniniqna upaKtura" 3a6e31e'Iye ua6yrrn'

acuipaHTaMu HacTyrrHrrx [pofpaMHr4x KoMrIereHTHOCTer :

Inrerpa.nbHa KoMlleTeurnicrr (IK): 3AarHicrr posn'xsynarn

KOMUTeKCni upo6nerr'ru B fany3i npoQecifinoi MeAI4r{HOi AialrHocri,
upoBoAlrTlr optrfiHanbHe HayKoBe AocniAxeHHt TA SAifiCHrcSarI4

Afcti4nuq"*o-i""onaqifiHy Aismlricrb B r€uyri oxoponi r,4opoB'q Ha

OCHOBi TJILI6OKOrO IIepeOCMI4CJIeHHI HaxBHI4X Ta cTBOpeHHq HoBI4X

qinicHux TeoperuqHI,IX a6o rpaKrurlHl4x 3HaHb rala6o npo$ecifiuoT

rrpaKTrIKI4.

3ara.urHi KoMrlereuTHocri (3K):

3K 1. 3.uarHicrr Ao niAsr,rqeHHr nposecifinoi xeanisirauii

3K 2. 3AarHicrr Ao norxyKy, o6po6reHnr ra aHaniay iHsopr'laqii :
pl3Hr{X AXepeJI

3K 3. 31arnicrr BvIflBIIflTu, cTaBvrTvI Ta nnpiurynaru npo6leun,

reHepyBaru iaei.

3K 6. 3Aarnicrr 3acrocoByBTrr4 3HaHHf, y rpaKrI4rIHHX

craryaqirx.

3K 7. 3Aarnicrr yxBanroBarpr pirueHnr Ta Llflrvl,

Aorpl4Myroqncb npI{HIIuny HerlpllrlycrllMocri ropyuuii ra

6yAr-mHx iuurux npoxnin He4o6povecHocri.

Cneqia.nrni (Saxoni) rconauereHrHocri (<DK):

OK1. 3AarHicrr Ao po:yrnrinHr rlpeAMerHoi

HayKoBI,IM HarIpf,MoM ra ocsiruroro Aiqlrsicrro

@K2. 3.qarsicrr B;frflBrrflrr4 roTpe6y B AoAarKoBI4x 3HaHHflx y c$epi

MeALIIIHH tI Ta sa Hanpf,MKoM HayKoBI'Ix AocJIiAXeHb, reHepyBaTra Hayroni

rinotesu

OK3. 3Aarnicrr SopuynroBaru AocniAHHIIbKe rII4TaHHfl' po3po6nflrl4

[poeKT HayKOBOfO AOCJIIAXeHH'

OK4. 3Aalric6 olwparu MeToAI{ Ta rinrlesi rorIKI4 AocliANeusr

niAnoeiAHo Ao qine i4 ra zasraHb HayKoBoro npoeKry'

o6racri 3a o6panuv



OK5 . B o"rroAinn fl. cyqacHvrMl4 MeroAaMIiI HayKoBoro Aocl iAxesss

OK6. 3Aarnicrr inrepuperyBarrl pe3ynbrarl4 HayKoBIlx AocliAxeur,
rrpoBoAr{Tn ix ropexnrHfi auarig ra y3aranbHeHHt

@Kl l. ,{orprarvraHHs eruKr4 ra aKaAeMiqHoi 4o6povecsocri

Pery.nurarrr HaBqaHHq

lurerparrsHi rciHueei uporparvrHi pe3yJlbrarl,I HaBqaHHq,

QopruynaHHK) flKrrx crlpnr€ HaBqarbHa Aucquu.niua.

Ilporparvrui pery.nrraru HaBrraHHr (IIPH):

tIPHl. AeruroHcrpyBarl4 6eelepepsuuia po3BI,IroK BJIacHoro

inrererry€LrrbHoro ra 3ar€ulbHoKynbrypHoro pinHro, caMopeaJl isaqii.

[IPH3. Busr'nsru nenrapiureHi upo6neiuz y rpeAMerllift o6nacri,

SopuymoBurr4 rII4TaHHt ra BLI3Har{arH ITIJIIxH Tx pirueHur.

IIPH 4. @opuyJIIoBarI4 nayxoni tinotelu, Mery i sanAanHt HayKoBoro

AOCnIAxteHHt

ftrH 5. Pospo6Jrflrvr Ausairkr ra rlnaH HayKoBoro AocliAxeHHt.

IIPH 6. BnronyBarv opurinzutbHe HayKone AocliAXeHHs

IIPH7. lloscHronarr4 npr4Hrlnrrvr, cueun$i.ruicrr ra qyrnl4eicrr vreroAin

AocniAxennx, in$opuarunHicrr o6panux rIoK€BHt4 KlB.

ttrH8. Bonoliru, BAocKoH€uIIoBarI4 ra BnpoBaAXyBarI4 Hoei MeroAI4

AocniAxeHHs 3a o6paHrarr,r HarrprMoM HayKoBoro npoeKTy ra ocBirnroi
Aignrnocri.

IIPH9. Anari:yaarrz pe3ynbrarr.r HayKoBrIX 4ocri4xeur,
BrrKopkr croByBaru MeroAH cr arvrcruirHoro Aocr iAxe s us.

OuircynaHi pery;rrraru HaBqaHHq 3 Ancq[nrinu:

1. 3go6yna.r suqoi ocairu Moxe [oscHurr4 cyvacni rpr,rHrrr4trr4

AoKa3oBoi rrreAurlunu.

2. 3Aarnufi Ha3Barr4 ocnonni rniHiqsi erarru pospo6r<u lirapcrxnx
per{oBLIH.

3. 34o6yaa.r suqoi oceiru Moxe H€BBarr4 cy.racni ocHoBI4 KepinHnqrna
Harexsoi xniHi.rHoi ra na6oparopuoi rpaKrLIKI4 (GCP, GLP).



4. 3ptar:rtuft Ha3BaTH ocHosHi AoKyMeHTI4 6ioNreAu'IHI,Ix 4ocli4xenr,
BoJroAiTI4 repMiHoJlorierc.

5. 3,qo6yeaq BI4uIoi ocnirH Moxe [otcHI4TLI [paBl4na nJIaHyBaHH.fl,

npoBeAeHnr, seiryBaHHt, ayALITyBaHHt Ta 3aBepIUeHHq BI4npo6yaanr

nirapcrrux 3aco6iB.

6. 34arnr,rfi Ha3BaTr4 ocHosHi ern.IHi Ta MopanbHo-npanoni acrleKTu

6 iorvre.un.rH r'r x Aocn iAxenr.

7. Bono,qirr.r HaBI4rIKaMI4 IIIoAo IIop{AKy uosiAoNIIeHH.s npo uo6iqHi
rBLrrqa ra peaxqii.

8. 3.qo6yna.I BHIIIoI ocsirn z4ar:auir oqinurn ovirynaHi puzur<u ra
KoplrcTb AJII [aqieHris siA yuacri n AocniAxesHi nirapcbKl4x 3aco6iB;

HapLaBarn iH$opvraqirc rpo 6iorvreAz.{He uanpo6yaaHHq

rrpeTeHAeHTaM Ta yqaCHI4KaM AocniAxeHnq :riAHo eTI4qHHX BI4Mor

GCP, GLP.

9. BonO.qirra HaBI4rIKaMu IIIoAo KopeKTHoro peecTpyBaHHfl,, o6po6xra,

:6epexeHnr Ta 3BiryBaHHf, iHsoprraaqii, orpl4MaHoi nil qac

6ioMe.qz.rHoro AocniAxeHHt.

10.3ao6yBaq Br4rloi ocBirn s1arluia oqiHrosau4 Kpl4Tepii sxrlo'IeHHs ra
Br{KJIIoqeHHt; iHTepilpeTyBaTl4 pe3ynb TaTu na1opaTopHl,Ix, rliHivul'tx
ra iHcrpyMeHT€uIbHI4x MeroAie .qocrilxeHHs.

l l.Bololirra HaBI,ITIKaMH II{oAo iHrepnperyBaHHt ra aeirynauHr

no6iqnux cepfio3Hlax i necepfto3Hl4x no6iqnHx sBI,IuI ra pearqift;

orIiHKr4 pe3yJlbrarie 6ioNaeAI4r{HHX AocniAxeur.

12.34o6ysa.r Br4rrloi ocsiru Moxe [orcHIlTIa ocHosHi roHsrrq IrIoAo

rrao4n$iraqii ra crarucrvquoi o6po6xu AaHI{x pe3ynbraris AocriAxeHb
nirapcrrux 3aco6iB, SinaHcoBr.rx rrr4Tanr 6iovrel vrrtHux BI4rIpo6yBaHb.

l3.lIoqcHLIrI4 oco6JII4BocTi po6oru,{epxanHoro eKcrleprHoro I{eHrpy ra
rorrricii 3 rpITaHb erLIKt4 upu lixynaJlbHo-npo$inarrur{I4x 3aKraAax.



2. IlporpaMa HaBqa.nsuoi Atlcuun.n iull

Mo4y.nr I
Ilopndorc npoeederuun eunpodoeynuHb nixupcoxux saco6ie.

Ocruoeni acneKmu Kepieuu4mea no uanewuiit xniHiqniit ma

nadopamopniil npaKmuqi (GCP, GLP).

Tevra 1: HopnaaruBHo-rIpaBoBe peryJIIoBaHHq rtpoBeAeHHq

6ioueAuquux nnnpo6yBaHb B Vrcpaiui. BunpodyBaHHfl
.nircapcrrclrx saco6in n YrcpaTui. Ilpo6.nenru ra rlepcreKTuBI'I

o 3aros Vrpainra ollpo nir<apcrxi saco6v>>,1996 p.;
o 3axoH Vxpainn uflpo nixapcmi :aco6u>>, 123/96-BP.

Bunyreuo 3 https'llzakon.rada.gov.ua/laws/show/123196-
np#Text (aara 3BepHeHH n: 29.09.2023)

o flaqieuru orpuMyrorb iHHosaqifiHi lixpr IxaHc Ha

npoAoB)KeHHt x(I{TTq.

o Jliru Ha.Ilarorbcs 6esKolrroBHo.
r Jlixapi orplarvrylorb ,qocniA 3acrocyBaHHt nafi, cyqacHl4x

TexHoJrorifi nixynaHHt 3axBoploBaHb.

r CupnqHHt po3BLITKy HayKI4.

o OHonreHHf, lrarepiaruuo-nirynalruoi 6azu.
r HaAxoAxeHHq Ao 6roAxery.

Tevra 2. KepinnrrlrrBo 3 HarrexHoi nparcrnrcu (ICH GCP E6 (R2)),
GLP

. lliAcraBvr Anfl, crBopeHHs GCP, GLP.
o faprvronigaqis GCP, GLP.
o 3uinu GCP. GLP.
r llpranqunvt ICH GCP, GLP

.4ucqunniua Moayni 3aramsa

rirlxicrr

TOALIH

Kpe.uuru

CKTC

Jlexuii llparruvni

3anqrrq

Cauocrifir

po6ora

KniHi.rHi

.{ocnigxeHHr
Harexna
xriuiqna
npaKTr4Ka.

Molym I 45 1,5 l0 l0 25



o llpuHrrranra ICH GCP E6 (R2).

Tervra 3. K.niniqui eranu pospo6rcu.nixapcrrcux peqoBnH.

o Porpo6xaAoxniniqHzxAocniA)KeHb.

.{ocni4NeHHx I $asn.
,{ocni4xeHnq II Sarz.
,{ocni4xesus III $as".
,,{ocni4xennr IV 0*t.

a

o

a

o

Tepra 4. Ilpnuqurrl AoKasonoi MeAUIIITHH

o llonsrrr npo AoKa3oBy MeArirII{Hy.
o lIpuHrII4nI4 AoK€Bonoi ueAzIII,IHI4.

o BnponaA)I(eHHt pesynrrarie 6ioMeAz'IHIax AocriAxeHr B

HacraHoB14 Alrfl, nixapin cniry.

Tervra 5. IloHqrrfl rlpo no6i.rHi qBuura ra pearqii

o Heuepe46avynaHa uo6iqna pearqir.
o llo6iqHa pearqir.
o llo6i.rHe qBlrrqe.

. Cepfio:na no6i.IHa peaxqix a6o cepfiosHe uo6i.IHe SBI4IIIe.

[poBeAeHHs Br{[poooByBaH
irapcmux saco6is. OcnoeHi acneKr
epinnuqrna no sarexnifi r<liHiqnifi
a6oparopuifi nparruqi (GCP, GLP).

Hopuarunuo-npaBoBe perynloBaHH

IrpoBeAeHHq 6ioI\aeAIaqHHX Bl,Inpo6yeanr
VxpaiHi. Bunpo6ynanHr rixapcrx
saco6in n VrpaiHi. llpo6lerr,tu
IIepcrleKTI,IBI4.

Ouronni AoKyMeHTI4 6ioMeAIa.rHo

eunpo6ynauux.

KepinnraqrBo 3 HaJIexuoI npaxruru (lC
GCP E6 (R2)), GLP.

Camocrifiu

po6ora

3. Crpyrcrypa HaBqaJIbnoT Aucuun"tinu

parruuuinn sN,ricronux vro4ylin



Buuoru Ao locni.qHraris ra JIII3/laicu:
rpoBeAeHHs 6iorrleAzqHoro Br.rrpo6ynauHr

Eruqni acneKTrl eunpo6yoaur lixapcrrur
saco6ie. 3aranrsi [plrHur{ru oprauisaui
AiqruHocri xorvricifi 3 rrr.rraHb err.rKr4 rrpr
rirynalrno-upo$ilaxrr.rqHr4x 3aKJraAax, I

txlrx' flpoBoArrbcr 6iorrlerua.{H
nunpo6ynauHr

EioueAuqni nunpo6yBaHHr 3a yqacrK
neAiesAarHnx 4ocni4xynaHvrx, sK
necupouoxni cauocrifiso rarl
iHSopuonaHy 3roAy

Buuorvr 4o yuacri airefi y eunpo6yBaHHr)
rixapcnxux saco6ie

Bpasnuei cy6'exru ra N{oxilasicrl i}
y.racri y 6ioue4uvHr4x Br.rnpo6ynauurx

lloHsrrx upo COil rolricift 3 nuraHb ernrx
npz nirynanrno-npoSiJraKTLrqHr4x 3aKnaAax

I

,{ianrHicrs [epxannoro eKcfleprHoro

qenrpy MO3

I I

3axucr npan naqieurin ) )

Knini.rHi eranr,r pospo6ru lirapcrrzx

peqoBuH

2 )

flpzuqnnu Aoxasosoi MeAHrIr,rHH. 2 )

flongrrq npo 4orcliHi.{He susqeHHq

6esnexu lixapcrxux saco6ie

) 2

MeroAorori.f, 6ioueAuqHr.rx nunpo6ynanr
(no4eifiuo cliue, cline, nlaue6o.
KoHTpoJrboBaHe, nopinurllHe s rpyrroK
aKTT4BHOTO KOHTpOJrro, 3 fpynaMl4 aKTI{BHOTC

i uraqe6o - xonrponrc)

floHsrrq rrpo cyrr€By repareBTr4r{H)
Kopr{crb erEnpo6ynanna lixapctKux saco6in

llonsrrg npo no6iuni rnuula :ra pearqii
llopsAorc peecrpallil ra noeiAoNareHHr flpc
no6iqui qBHUIa ra peaxqii

.,

2

) 2

)

2

llon|qonrneHHs npo no6i.rHi .[s]rua i

pear<qii, sri uarae eiruoei.qansHuft

2 2
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AocJriAHr4K /Aocli.qHux Ao cnoHcopa.

floni.qouneHHr npo no6iqni rBrrula

peaxuii, qxi HaAae eiAnoeilanrHufi

AocliAnur /.UocniAHprx Ao xonaicii g

IIKITAHb ETI4KIA.

) )

Buuorn Ao cKnaAaHHx noni4orvrreHHq npo

ni.qogprosaHy HenepeA6avynaHy cepft osuy

no6i.rHy pear<qiro.

) 2

Kourponr .srocri nunpo6yaanur lirapctrur
gaco6in. Ay4rzr (incnexqia) 6ioveruavuorc
nulpo6ynauHr

O6on'ssxu crroHcopa

2

2

)

)
3aynaxennt, txi Moxyrb 6yru yuxslesi nil
ilac ayrury 6ioueAuquofo Br{npo6ynaHur
eLrssreni

Ycnoro

)

45 10 10

2

25

4. Tenau JreKuifi

Ha:ea reMu
UIbKTCTb

TAI.IH

2

2

2

2

2

10

flopa4ox npoBeAeHHr nnnpo6oayBaHb ni*upcon"r ru.o6iu

2.

3.

Bruoru .qo rocrirnur<ie ra Jl|I3/naicqr npon"a.nr"-oior.a"r"o-
nunpo6yeauur

Euaqni acrreKrr.r nunpo6ynanr rirapcrrux :aco6is. 3aranrHi upzuqunu
rprani:aqii Aisrssocri ror'ricift 3 rrrrraHb err4Kr4 [pLt .nixynamuo-
rpoSinarruvnux 3aKJraAax, B rKr4x npoBoArrbcs 6ioNrean.{ui
lunpo6ynanur lirapcrrux :aco6in

4. JcuonHi AoKyMeHrr,r 6ionreAuqHoro nnnpo6yBaHH,

5. tonrpom grcocri ennpo6ynauHr
jioueAzqHoro eanpo6yBaHHt

.nixapcsnnx gaco6ie. Aytur (iHcnercqir)

Vcroro

LI



5. Tevru npar(TuqHux 3aHsrb

J\b

nln
Halsa reprfi

Kirrrcicrr
IOAIIH

Hopuarueuo-npaBoBe pefyJrtoBaHHs npoBeAeHHs 6ioN.teAH,Jr-ulx eunpo6yBaHb B

VnpaiHi. Branpo6yoauur lixapcrxrx saco6ie s YrpaiHi. flpo6rer'lr.r ra
IlepcrreKTHBH

I

2. KepiaHuqreo 3 Harre)KHoi npaxruru (lCH GCP E6 (R2)), GLP. 2

a
J. Kni Hiqui eran ri poepo6ru,r r i napcsrcux per{oBn H 2

+- llpuuqunu Aoxasosoi MeAH ur.rH r,t 2

5. floH.srrs npo no6ivHi ssHua ra pearqii. Iloprgor< peecrpauil ra nogiAoN,rJleHHfl

npo no6ivHi rBVUra ra pearcuil

2

Ycsoro l0

6. CaruocrifiHa po6ora

NI

t/n

Tenra

IJIbKICTb

}NITH

I Ilopa4on npoBeAeHHr nnnpo6oeyBaHb,'rixapcrxux saco6ie I

2.

J.

Eiorrle.{uqui nunpo6yBaHHr 3a f{acrlo HeAiesAarHIax AoclirNyBaHlzx, tK
HecnpoMoxHi cauocrifi Ho AarH inSoprr,ronaHy 3roAy

Buuoru go yuac:ri aireft y Bnnpo6yBaHHflx rirapcrrux 3aco6iB

I

I

4.

Bpasnuni cy6'exrn ra MoxJrr.rBlcrr Ix yracri y 6iorue4r.rrrHr.r>1

nunpo6yeauuxx I

5.

6.

floHsrrs rrpo COII rorraicifi 3 rrvraHb eruKr.r r
nixynarsuo-npoSilaxrrzqHHX 3aKnaAax

.{irnruicrr,{epNannoro eKcneprHoro rleHrpy MO3

pr

L

I

7. 3axucr npan naqieurrn 2

8. flousrr.fl npo 4oxrilri.rHe nun.renns 6e:neru rirapcsxux saco6ie 2

9.

10.

MeroAororis 6ioueaprqHux nranpo6ynaur (no4nifiHo crine, crine, rtnalle6o.
KoHTponbonane, nopiBHflJrbHe 3 rpynorc aKTr4BHoro KoHTpoJrlo, 3 rpynaMp
aKTr{BHoro i urarle6o - KoHTpon}o)

Ilousrrq trpo cyrr€By repaneBTur{Hy Kopucrb Bunpo6yyauux :rixapcsxu>
saco6is

2

2

t2



11. floeiAoNareHHr npo no6iqni rBr.rula i pearuii, qxi HaAae eiluoeiAanr,Hr.ifi

AocniAHlrK /.qocni.qnur Ao cnoucopa.

2

12. Iosi.qoNareHHr npo uo6i.rHi flBr.rua i peaxqii, qxi HaAae siAnoeiAanrHr.rft

Aocri.qnnx /Aocri.qnux ao r<orraicii 3 nlrraHb erraKrr.

2

13. Buuoru Ao cKnaAaHHs noeiAor\areHHq npo uiaosploBaHy uenepeg6aqyBaHy

cepfiosny no6ivny pearuirc.

2

t4. O6oe'ssKr.r cnoHcopa 2

15.

3aynaNennt, r'xi Mox(yrb 6ytu nutv.neui uil qac ayrvry 6iovrelzqHorc
sunpo6ynaHur I

Ycroro 25

T.3anAauHq AJrfl caMocrifiHoi po6oru: OnpaqronaHtfl Marepiany
3fiAHo reMarl,IrlHoro nJIaHy is 3acrocyBaHH.f,M cyrracHnx
i H S opl,raq ifisux rexHon ori f .

S.IuausiAyaJrbHi 3aBAaHHr: Hanucanss pe$epary, AorroBiAb Ha

3aciAaHHtx HayKoBr4x xoH$epeHqifi, ni4roronra HayKoBoi crarri,
paqionari:aropcrri upouo:raqii, nareHrH.

9. Merolu HaBqaHHq: llparruuni zautrrt, ui4cyvrxoei 3aHflTTfl,
MoAyJrb, nerqii, xepinHHqrno H[PC. BraxopveraH*s Ar4craHqifrsoro
HaBqaHHr 3 3anyqeHHqM acnipanrin Ao ruixHapo1Ho Br43HaHlrx
rypcin ra ocsirHix pecypciB, HaBq€LrrbHa 4urclcycir, cy[eper{Ka,
o6ronopeHna 6y4r-axoro rrr4TaHHr HaBr{€urbHoro uarepiany,
cTBOpeHHs CZryaqii inrepecy B rrpoqeci Br.rKraAaHHs HaBqaJrbHofo
uarepiany 3 Br.rKopncraHtfl rrpr4roA, ryMopr4cru.u:n:zx ypanxie,
crBopeHHq cnryaqii HoBH3Hr4 HaBqarbHoro vrarepiany, onopa Ha

xurresufi .qocsiA.

10. MeroAu ouiHroBaHHq (rcoHrpo.nro): ycuufi xoHrpoJrb: ocHoBHe

3a[I,ITaHH-4, AoAarKoBi, Aolol,rixui; 3arrr'rraHHq y Baurx4i npo6neMu;
in4zni4yanrHe, $poHT€LrrbHe o[LrryBaHu.s i xou6iHosaHe; uHcuraonnfi
KoHTponb; nporpaMoeaHrafr KoHrpoJrb.

13



11.(Doprvra nigcyrvrroBoro KoHTpoJrro ycniuruocri HaBqaHHq:
sarirosi 6atu acuipanra cKnaAarorbcr 3 cyMr4 6anin rrororrHoro
KoHTpoJrro, orpr4MaHrax uiA qac 3aHf,Tb.

12. @opnra rroroqHoro KoHTpoJrrc ycniruHocri naeqaHHfl: Oqinxa s
Aracqznniun "KliHi.rHi AocriAxenHq. Halexna xriHi.rHa [paKTVKa"
Bu3Hatla€Tbcr 3 ypaxyBaHHrM noro.rHoi Han.ranrHoi AicruHocri
acnipaura is ecix reM 3a rpa4raqifiHoro 4-6anrHoro cr4creMoro
(niguinno, 4o6pe, 3?AoBiruuo, neaaAoninrno) 3 noA€Lrrbrrrr4M

nepepaxyHKoM y 200-6wrbHy ruK€LJry.

OqiHrca "nirruiHno" BHcraBJr{€Tbcr y BrlnaAKy, KoJrr4 acnipaHr :nae
:uicr 3aHflrrr ra nexrlifinufi irlarepia.l y [oBHoMy o6crsi, inrocrpyrovra
eianosili pi:norr,raHiruuuz npr.rKnaAaMvr; Aae nnuepnui, rovHi ra qcHi

eignoni4i 6es 6y4r-rKr,rx nani4uux rr.rraHb; Br4Knarae uarepian 6es
IIoMI4JIoK i nero.rHocrefi; simHo nrapiurye saAaqi ra BuKoHye
[paKTlrrrHi sasAaHHq pisHoro cryrreHro crla4nocri, cauocrifiuo
reHepye inHosaqifiHi i.qei.

Oqiuna rtgo6pett Br,rcraBJrtrerbcr 3a yMoBrr, KoJrr4 acnipaHr sHae :Naicr
3aHsrrr ra 4o6pe fioro posyuie, eianoeiai Ha rrr4raHHr Br4KJraAae

rlpaBunbHo, nocri4oBHo ra cl4creMarnr{Ho, €Lrre BoHt4 He € BI4qeprrHr{Mr,I,

xoqa Ha AoAarKoBi nrarauss acnipaHr siAnosiAae 6es noMr4noK;
nupiurye sci :a4avi i nurouye rpaKruqHi :an4aHur, ni4.rynarovu
cKJraAHorqi lnrue y nafitaxqux Br.,uaAKax.

Oqiurca ttsaAoeirbHot' craBr4Tbcq acnipaurosi Ha ocHoei fioro 3HaHb

Bcboro svricry 3aHflT tfl, Ta npr4 aa4oeilruouy pimri fioro po:yrrainux.
Acuipanr cnpouoxuufi rnpiurynarra eraAosNaiHeui (cnpoureni)
3aBAaHH{ 3a AorroMororo HanigHl.rx rrr4TaHb; nrapiurye :a4avi Ta
BrrKoHye [paKTHrrHi nannuxz, ei4uynarovz cxna4Horqi y trpocrnx
BI4naAKax; He cnpouoxuzfi carr,rocrifiuo c14creMaruqHo Br4KJracrr4

ni4noni4r, aJre Ha rpqMo nocraueui 3a[r4raHHr eiAuoniAae
npaBLrnbHo.

ouinrca ttne3aAoni.nusott Br,rcraBJuerbcr y Br4naAKax, KoJrr4 sHauHs i
eNaiHHs acuipaura He ni4noniAarom Br,rMoraM "saAoniruroi" oqiuxn.

OqiHrosaHHq caMocrifi noi po6oru.

OuiuronaHHs caMocrifiuoi po6oru acnipaHriB, rKa nepe46aveHa B

reui uoprA 3 ayAuropHoro po6ororo, s4ificuroerbcq niA qac rororrnoro
KoHTponn reMr{ Ha ni4uoni4Horr,ry npaKTr,rrrHoruy :aurrri.

t4



Kpurepii oqinrosaHHq

@opnra KoHTponrc i cucreua oqiHrosaFrHs 3 Ar4crlr4uliuu
sAiftcHroemcq siAnonilHo Ao Br4Mor [pofpaMr4 ArzcqunliHlr 'ra
incrpyxqii, uprafinflrvx pinreHuarvr B.reHoi paqu BHMy nporoxon Nl2
sia 28.09.10. Ilkana repepaxyHKy rpalnqifinrax oqiuor< y pefirzHroei
6asm (200 6arin) 4na AHcrrunniH, rrlo:ariu.ryrorrcq sanixorr,r npuftHflra
pinrennxu B.reHoi pap.u BHMy rporoKon l\b2 eia 28.09.10.

BunqeHur npeAMery :axiuuyerbcq :alixorr,r, sxuir ni46ynaerrcr
Ha ocraHHboMy 3a po3KnaAoM saH.srri. OqiHrosaHr 3HaHb

nig6ynaerrcr HacryrrHr4M r{r4HoM: cyMa ecix noror{Hr4x orliHox
Airurrcs Ha rilrxicrr npaKTr4rrHr4x 3aHf,Tb. Orpuuaue cepeAHe
3HatIeHH.s ordinrr,r [epeBoAr4Tbc.{ y 6atm sriAHo eArauoi yninepcamnoi
ITIKELIu repepaxyHKy rpa4uqifinnx orlinox s 5-6anrsoi cucrenn y
pefiruHroni 6atm (200 6anin). ills 4ucqunriH, rrlo :axiH.ryrcrrcr
szutirou, sanix craBllTbcfl. trpr4 rvrinirraamuift xinrxocri 6anie 120.

lllrca.na oqinrcnaHHr: HarlioHalbHa ra ECTS

Cylra 6aJris 3a sci
Bunu HasqanrHoi
.qismsocri

OuiHra
ECTS

Ouinra ga sauiona-nbHoro rrrKaJrolo

rurr:aliry

180-200 A

3apaxoeaHo

170-179,9 B

160-169,9 C

141-159.9 D

t22-140,9 E

FX
He rapaxonaHo 3 MoxJrrasicrrc noBTopHoro cKJraAaHHs

F

He rapaxoBaHo 3 o6os's:rconr,rM rroBTopHr,rM BLrBr{eHHrM

,qucuunrisu

l3.MeroarrrrHe sa6esneqeHHfl
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HaB.rarlHufi roureHr (xoHcnexr a6o po3rul{pelc'uir wrart nexqifi), nJIaHI4

[paKTlr\rHllx (cervrinapcrxrax) 3aH{Tb, caruocrifisoi po6oru, rtLrralunfl,
MeroAlrrrHi nrasieru, 3aBAaHHfl a6o xefics Anfl [oroqHoro ra
nigcyrvrxoBoro KoHTponrc 3HaHb i nrvrinr :no6yaavin).

flepelin HaBqarbHofo o6nagnaurtt, rexHi.{HHx saco6in HaBqaHHt:

uarepianrHi, nevrarepianrHi Ta inrui pecypcu, tqo 3HaxoAtrbc.a y
ropucryeanni AJrr rrpoBaAXeHHq ocnirHroi 4ixnruoeri, a caMe

vre4iaupoeKTop, nepcoHarrui rouu'rorepu.

(Dopua HaBqaHHq: AeHHa a6o Mo)Ke 6yru sN,IiHeHa Ha rncraHqifiny,
BpaxoByro.{u nificmonufi craH, sxuir,rpl4Bae n Vxpaini.

14. PercorueHAoBaHa rireparypa
1) Omoeuanimepanrypa:

1. Binoycona H, Coroefion C, Ka6aqHa A. (2023) Teoperuxo-MeroAu'IHi
3acaAu oqinru MeAuqHI4x rexHolorifi fEnerrpolnttuit pecypc]:
rvronorpaSis. Kuis: TOB <IOpxa Jho6.reHKD fyrpaiHcrra]. Pexrarvr

Aocryrry : http s : //l ib. i itta. gov. ual 7 3 603 2 I I I monografi ya-bl ok. p df
2. Bepxonsa PaAa Yrpainu. 3axoH Yrpainu dlpo nixapcrri saco6u>>,

123 I 9 6 -BP. B nny.reHo 3 https : I I zakon.rada. gov.ua/laws/show/ 123 I 9 6-
np#Text (aara 3BepHeHH n: 29.09.2023)

3. BepxonHa PaAa Yxpa'iHIa. felrciscrxa 4exnapaqir BcecsirHroi
MeAr{qHoi acoqiaqii <<Eru.IHi upuuqnflI,I MeAurIHI4x AocniAxesr 3a

yqacrlo nIoATIHH y qxocri o6'exta AocniAxeHH{)). URL:
https: I I zakon. rada. gov. uallaws/show/990_00 5 #Text (4ara 3BepHeHHt :

29.09.2023).
4.,{epxanne ui4npraeucrBo <.{epxanHr.rfi Ercneprnufi I-{eHrp MO3

VrpaiHu>. Burus siftHra Ha rrpoBeAeHHr rriHiqsux nunpo6yBaHb 13 s
VrpaiHi. URL: htps://www.dec.gov.ua (lara 3BepHeHH s: 29.09.2023).

S..{epxaane ui4npuerracrBo <<,,{epxanHIafi Excneprnnfi I{eurp MO3
VxpaiHrE. InQopuaqifina AosiAxa rpo craH rnini.{Hplx eurpo6yBaHb B

Yrpaini y uepios 3 01.04.2023 no 30.06.2023. BunyueHo 3:

hqtps :/www. dec. gov. Valwp-
ontent/uploadsl 2023 I 07 I infodovidka_shhodo_stanujrovedennya_kv_
za _i jiv ri chchya. p d f (aara 3BepHe HH s,: 29 .09 .2023).

6.3aron Vxpainu <<OcHosu 3aKoHoAaBcrBa Yxpaiuz npo oxopoHy
s4opon'r> (Biaovrocri Bepxonsoi Paru Vrpainu (BBP), 1993,, N4, cr.
1e).

7. 3aros Yrcpainz ni4 28 rrvrr*n 2022 poKy Ng 2469-IX <IIpo nixapcrxi
saco6IE>)
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8. Hara: MinicrepcrBa oxopoHrl 3Aopon'r Vxpdiuu 23.09.2009 Jt690 (y
peaarqii HaKa3y MO3 VrpaiHu 12.07.2012 .l',1b523) <dlopr4ox
npoBeAenHf, xrini.rHlax nnnpo6ynanr nixapcrrnx saco6is ra
eKcrrepru3u Marepianin rniHiqnux nuupo6yBaHb)).

9. HacmHoea CT-H MO3y 42-7.0:2008. - Jlirapclxi caco6u. HareNsa
rriniqna rpaKrliKa / B. Ma-rrbueB, M. Jknynon, T. EyxriapoBa ra in. -
Kui'n, MO3 Yxpainn, 2023

l0.Haras MO3 VrpaiHI.r ni4 20.03.2024 J\b 480 "llpo 3arBepDKeHHt

craHAapry "HacraHona. Jlixapcrri saco6ra. KnacraSiraqix lixapcrrux
saco6is repeAoBoi repanii".

ll.Harag MO3 VrpaiHu ni4 12.11.2024 Ng 1895 "llpo 3arBepAXeHHt

craHAapry <<Hacranosa. Jlirapcrxi saco6u. Buuoru Ao Aocbe
gocri4xyBaHlrx rirapcrxnx saco6is repeAoBoi repanii y Mexax
rnisiqnux nHrpo6ynaHb)) "

l2.HacraHoBa CT-H MO3Y 42

Knacusiraqia nirapcbKux saco6is repeAoBoi repaniiAvl. Ea6eHro, M.

Jlo6ac, T. fepacuMrlyK, JI. Korvrap - Kuie, MO3 Vrpaiuu, 2024.

13. llop.s.{oK rrpoBeAeHHr rnini.rHr,rx nraupo6ynaHr nirapcbKl4x saco6is ra
eKcrreprrr3r4 Marepianin xniuiqnux nunpo6yBaHb ra Tuuose noJloxeHH.fl

trpo rorvriciro 3 rrnraHb erLrKLr, sarnepAxeui HaKa3oM MiHicrepcrna
oxopoHlr r4opon'x Vrcpainu sir,23.09 .2009 p. J\b 690.

14. I{uninsnufi. KoAeKc Yrpainu (Bilonrocri Bepxonnoi Paan YrpaiHu
(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, 197 9 (ohsr.od.nih. gov).

2) r{ o noniacua nimep antyp a:
HacraHoea CT-H MO3y 42-7.10:2022 Jlixapcrxi :aco6ra.

Aocni.qxesns 6ioersinaneHrnocri I M. Ba6eHKo, e. Tra.{enro, M.
fonoaenro ra iH. - KrEir, MO3 Vxpainr.r, 2022.
Hacranosa 'JlirapcrKi saco6ra. Hanexna ruiniqHa npaKrura (GCP)
ICH E6 (R3). CT-H MO3y 42-7.18:2025', 3arBepAxeuo Haxa:opt
MinicrepcrBa oxopoHu 3Aopos'q }lbl686 eia 05.11 .2025
HacraHosa CT-H MO3y 42-8.6:2025 <<Jlixapcrri zaco6u. Buuoru Ao

AoKyMeHraIIii s sxocri Ha 6ionori.{Hi .qocri4xynaui lircapcrri saco6u
y Me)Kax rniHi.IHux nunpo6yBaHb>

European Pharmacopoeia. 1lth Edition. European Directorate for the

Quality of Medicines (EDQM). - Council of Europe, Strasbourg

1.

2.

3.

4.
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Cedex, France 2024 (enpoueficbKa Saprraarouea (Ph. Eur.) 11-e

BnAaHHt. enpoueficrrufi AupeKropar s qrocri lixin i oxopoHu
sgopoa't - Pa.qa enponu, Strasbourg Cedex, @pauqix 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) Infropua4irtrui 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 Researih Involving
Human Subj ects, 2002 (www.cioms.ch).
3. Guideline on Requirements for First in Man Clinical Trials for
Potential High Risk Medicinal Products, EMEA/CHMP/
swP2836712007 .

4. WHO Operational Guidelines for Ethics Committees that Review
Biomedical Research. TDRIPRD/ETHIC S/2 0 00. 1 .

5. http://ohsr.od.nih.gov/guidelines/nuremberg.html
6. http://www.wctn.org.uk/downloads/EU_Directive/ Directive.pdf.
7. http:llzakon.rada.gov.ua/cgi-
b in/l aws/m a i n. c g i ?n r e g:2 5 4YoE A%2F 9 6 -%F'2%F 0 .

8. http://www.moz.gov.ualualmain/ docs/?doclD:l 2796.
9. http.,l lzakon3.rada.gov.uallaws/show/2101G-09.
10. http://ec,.europa..eu/enterprise/phafrBaceuticals/eu_drAlex/vol- 10/
ethical_considerations.pdf.
I 1 . http: I I zakon.rada. gov.ualcgi-birVlaws/main. cgi?nreg:28 0 l-12.
12. http://www.moz.gov .ualualmain/ docs/? docID:12796.
1 3 . http: I I zakon.rada. gov.ua/cgi-bin/laws/main. cgi ? nreg:435- 1 5).
| 4. http:l I zakon.rada. gov.ualcgi-bin/laws/main. cgi ?nreg:23 4 l-l + .

15. http://www.wma.net/e/policy/b3.htm.
16. http;//www.fda.gov/downloads/Drugs/Guida.nce Compliance
Re gulatory Informati on/Gui danc e sAJCM I 247 3 | .

L7 . http://www.clinicalresearchresources.com/books/books tore.html
18. http://www.fda.gov/downloads/Drugs/GuidanceComplia
nceRe gulatorylnformatiorVGuidancesAJCM I 87?72.pdf
1 9. https ;1, I uacm.l<harkov .ual dow nloadl 20 | 4 _L ! I 22.p df
20. https://cioms.ch/ethical-guidelines-2016/WEB-CIOMS-
EthicalGuidelines. pdf.);
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2l . htps ://www.ema. euro pa.eul enldocuments/scientifi c-guideline/ich-
guideline-e6-good-cl inical-practice-draft-ich-e6-princip les-en.pdf
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