KniouyoBi nuTaHHA, AKi
Cnip nocTtaBUTU, NepLU HixXK
O6paTin yyacTb y KJiHi4HNX
BUNpPOOYyBaHHAX

10.

11.

12.

13.

14.

flka ronoBHa MeTa LnX AOoCNiaKeHb?

Ym BUKOPUCTOBYETLCA Y LINX AOCAIAKEHHAX Nnaue6o
ab0 Kypc NikyBaHHs, IKNI BXe iCHYE Ha PUHKY?

AK npoxoanTme MOE NiKyBaHHA?

K LOBro TpmBaTMMe NiKyBaHHA i WO Big MeHe
BMMaraTMMeTbCA AK Bifj y4acHMKa?

LLlo BigOMO Npo NikyBaHHA LWOAO LibOro AOCNIAMEHHS i
yn onybnikoBaHi AKicb pe3ynbTaT?

UYm mato A cnnavysaTy 3a 6yab-AKYy YacTUHY

JocnigxeHHA? Yn noKpmBaoTbCA Ui BATPATN MOEID
CTpaxoBKoo?

Um icHye 6yab-aKka KOMMeHcaLia 3a AOPOXKHI BUTPATK
abo 3a gornag 3a AUTUHO?

Y 3MOXYy A BigBigyBaTV CBOro BAAaCHOTO flikapAa?

AIKWwo nikyBaHHA 6yae AnA MeHe AiEBMM, UM 3MOXKY A
NPOAOBXUTY KOPUCTYBATUCA HAM NiCNA [OCNIAXKEHb?

Yu moxe 6yab-XTO Ai3HATUCA NPO Te, Wo A bepy yyacTb
y KNniHiYyHOMy BMNpoOyBaHHi?

Ym 6yny A nepebyBaTy nig HarNAAoM nicna Toro, AK
[OCNiAKeHHA 3aKiHUnUTbCAa?

LLlo TpanutbcA 3 MOIM MegMYHUM 06CyroBYBaHHAM,
AKLLO A MPUNVIHIO y4acTb Y AOCNIAXKeHHI?

Ym mae nikap/pocnigHrk 6yab-aKy giHaHcoBY abo iHLy
0Co6NMBY 3aLiKaB/EHICTb Yy KNiHIYHOMY AOCTiIKEHHI?

flka kBanidikauia n focBia NPoBeAEHHA [OCNILXKEHb Y
nikapa n gocaigHULUbKoi rpynu?

3acobu

3aranbHi

Mi>kHapoaHa KoHepeHL s 3 rapMoHi3aLii — cninbHOTa KepiBHUX
opraHis, AKi CNiBNPaLoIOTb LWOAO HAYKOBMX Ta TEXHIYHMX NiAXOAIB Y
cnpasi peecTpadii Bupoby. www.ich.org

MixHapopaHa nnatdopma peecTpauii KniHiYHNX BUNPo6yBaHb.
www.who.int/trialsearch

€Bponelicbkuin Gopym 3 HaleXKHOT KNiHiYHOT NpakTUKn
www.efgcp.be

Papa mixkHapoaHMX opraHi3auin meguuHux Hayk (CIOMS —
Council For International Organizations Of Medical Sciences)

— HenpwubyTKOBa opraHisaLlis, 3acCHOBaHa CninbHo BcecBiTHLOW
opraHi3aui€to oxopoHu 3gopos’a Ta KOHECKO, aka cnpuse
Mi>XHapOAHIN AiANbHOCTI B rany3i 6ioxiMiuyHMX HayK Ta KOOPAVHYE
NpOorpamMu B MMTaHHAX Mi>KHapOZHOI 6iOeTVKM, MONITUKN 340POB'A,
eTUKM Ta NOACbKUX LiHHOCTen — MiXHApoOoHi emuyHi pekomeHOauir
3 6ioximiyHUX 00CiOXeHb Hao /IoO0bMU MOXKHA 3aMOBUTY HA CAlATI:
www.cioms.ch/frame_guidelines_nov_2002.htm

€BponercbKnii anbsHC F[poMagacbKoro 3gopos’sa (EPHA —
European Public Health Alliance) wupokuii Ta BceoxonHui
OHNaHOBWI KaTanor 3 noHaA 100 HeypAaoBMX Ta iHLWIKX
HenpubyTKOBUX OpraHi3aLii, Wwo npauotTb y chepi
OXOPOHU 3A0p0B’A HaceneHHA www.epha.org/recherche.
php3?recherche=clinical+trials

Ypaposi

DepxaBHuii papmakonoriuHuia ueHTp MiHicTepcTBa oxopoHu
340poB’A YKpaiHu
http://www.pharma-center.kiev.ua/view/

LieHTpanbHa Komicia 3 nuTaHb eTnkn MiHicTepcTBa OXOPOHN
340poB’A YKpaiHn

03680 Kuis, Byn., HapogHoro OnonyeHHsA 5.

T (044)503-76-51 e-mail: etika@i.com.ua

MiHicTepcTBO OXOpOHM 340pP0OB’A YKpaiHu

Bynuua M. Mpywescbkoro 7, Kuie 01021. http://moz.gov.ua/ua/main/
siterubr/ http://www.ukrstat.gov.ua/ MpuiimanbHA rpomagsH.

T (044)253-24-39

MpepcTaBHUK BcecBiTHLOI OpraHisalii OXopoHu

340poB’'A B YKpaiHi

T (044)425-88-28

hlpco@who.org.ua http://www.who.int http://www.euro.who.int

Cneuiani3oBaHi 3 pi3HNX 3aXBOPIOBaHb

HauioHanbHu® KaHuep pericTp YKpaiHu
http://users.i.com.ua/~ucr/

y 4 A C T IO

Mwn gonomaraemo Bam NPUNHATU CBiAOME PiLLeHHA
LLIOAIO YUACTi Y KNiHIYHOMY AOCTIfPKEHH.

CISCRP € He3anexHoIo HeNpPUOYTKOBOO OpraHi3aLli€lo, CTBOPEHOHO s
iHbOPMYBaHHSA rPOMafCbKOCTI, MaLlieHTiB, 3ac0biB MacoBoi iHpopmaLlii
i MONITUKIB 3 METOIO KPALLIOro PO3yMiHHSA 1 06i3HAHOCTI MPO YYacTb y
KNiHIYHMX JOCTIAMXEeHHAX Ta IXHbOI POl B OXOPOHi 300pOB'A.

.i’ LIEHTP IHOOPM ALIi V1 BUBYEHHA
YYACTI B KNMHIYHUX AOCTIAXKEHHAX

wWww.ciscrp.org



3axucT pobpoBonbLiB

[InA 3axncTy Npas Ta couianbHMX rapaHTil YYaCHUKIB KNiHIYHMX
JocnigxeHb B YKpaiHi 6yno 3giicHeHo Take:

HepxaBHuin papmakonoriyHmi LeHTp MO3 YkpaiHu Ta KomiteT
3 €TUKU CNiAKYOTb 3a NPOBEAEHHAM KNiHiYHMX BUNPoOyBaHb Ha
BifANOBIAHICTb iX M>KHaPOAHUM CTaHAApPTaM HaneXHoI KNiHiYHOoI
npakTky. BoHu BignoBiganbHi 3a peecTpadito NikapCbKnx
npenapartis, iHcneKLii Ta papmakonoriyHun Harnag,.

YKpaiHCbKa Bnaga 3anpoBajnnia 3akoHOAaBCTBO, BiANOBigHe A0
npasun MiXkHapoaHoi KOHpepeHLi 3 rapMoHi3aLlii Ta CTaHaapTiB
HaneXHoI KNiHIYHOI NPaKTUKY, Lo 3abe3neyvye AKICTb CXBaNeHNX
JOCNIAHVLBKNX MiCLb Ta HaBYaHHA 6araTbox AOC/iAHMKIB 3rifHO 3
HaLioHaNbHYMM NpaBuiaMy Ta HaBEAEHVMU BULLE MiP>KHAPOLHUMU
npasunamm Ta CTaHgapTaMmu. «<HanexHa KniHiyHa npakTuka»
(GCP)— ue MiXkHapogHWIA CTaHAAPT AKOCTI, AKNIA 3abe3neuye
MixkHapoaHa KoHbepeHLis 3 rapmoHizauii (International
Conference on Harmonization — ICH). Lia miXkHapogHa opraHizadis
CTBOPIOE KNiHIYHI CTaHAAPTV BUNPOOBYBaHb Ta NPOTOKONN, AKi
3aTMM MOXYTb MPUMHATY YPAAMW AK NpasBusa ana KNiHivYHNX
BMNPOOOBYBaHD i3 3aNyYeHHAM NofeN.

B YKpaiHi BUKOHAHO 3axoan, 06yMOBIIEeHi pO3MnopsAaKeHHAM
npo KNiHiuHi BUNpo6oByBaHHA EBPOCOIO3Y, iNA MPOBEAEHHA
BCiX KNiHIYHUX BUNPOOYBaHb 3riHO 3 NpUHLMIAaMU «HanexHoi
KNiHIYHOI NPAKTUKM» 3 METOIO 3aXMCTY NPaB YYaCHUKIB Ta iXHbOT
6e3neKu Ha BeCb Yac KNiHIYHMX BUNPOOOBYBaHb.

LieHTpanbHWIN KOMITET 3 eTUKM fi€ AK Cy6’eKT 3rigHO 3 NpaBuiamm
MixkHapoaHoT KoHbepeHLUiT 3 rapMoHi3aLii Ta cTaHaapTamum
HaNeXHOoI KNiHIYHOT NPaKTUKM.

3akoH «[po nikapcbki 3acobu» (1996) Ta Hakas MiHictepctBa
OXOPOHM 380p0B'A YKpaiHu Big 23.09.2009. N2690 (B akomy
NOEQHAHO OCHOBHI MOMeHTU po3nopaaxeHHA 2001/20/EU) e
rONOBHVIMU JOKYMEHTaMW, LLIO PETYIOIOTb KIiHIYHI BUNPOOYBaHHSA
B KpaiHi.

Ina 6yab-aKkol BOCNifHNLbKOT €KCMOPTHO-IMMOPTHOT AiANIbHOCTI
noTpibeH A03BiN Bif KePiBHUX OpraHis.

KepiBHi opraHu BumaratoTb nepeknagy AoCNifHNULbKNX OKYMEHTIB,
3abe3neuytoun Kpalle po3ymiHHA iHGopmaLii Npo KniHiyHe
JOCNigXKeHHA focnigHMKaMM Ta Cy6'eKTamy OCAIAMEHHS.

CISCRP He 3atimaemscs 0060pomM nayieHmis 0711 KJiHiYHUX 8UNPObYB8aAHb

i He 6epe yyacmi 8 nposedeHHi KniHiYHUX 8UNPO6Y8aAH...

Mpo KniHiyHi BUNpPoOGyBaHHA

LLlo Take KniHiYyHi BUNpobyBaHHA?

Lle HaykoBe gocnigMeHHs, y Xodi AKOro 4OCiAHVKM 3a
AOMOMOrOI0 BONIOHTEPIB HAMaraloTbCA OTPMMATY BiANOBIAj
Ha KOHKPETHi MeANyHi 3an/TaHHA.

PeTenbHo NpoBeaeHi KNiHiYHi BUNPOOYBaHHA € HaMbiNbL
HaZiNHVM i LUBUOKMM CMOCOOOM BU3HAUNTU iKyBaHHS,
AKe € ePpeKTMBHUM /1A NIOAEN, a@ TaKoXK HOBI LLNAXM ANnA
noninweHHA CTaHy 340POB'A.

Kniniuni BunpobyBaHHA NpoBOAATLCA BIAMOBIAHO [0 NNaHy,
AKUIN HAa3MBAETLCA MPOTOKOJIOM.

Y NpOTOKONi ONMCYETLCA, AKI NaLliEHTN MOXKYTb 6paT yyacTb
y BOCNimKeHHI; nporpamu BUNpobyBaHb Ta npoLeayp, Niky,
4031, TPUBANICTb AOCNIAMXEHHS, @ TAKOX pe3ynbTaTy, AKi
6yayTb BUMIpAHI.

KorkHa 0coba, Aka 6epe yyacTb y AOCTimPKeHHI, Ma€ fatn
3rogly AOTPUMYBATMCA NMPOTOKONY.

AnA yoro NpoBOAATbCA KNiHiUHi BANpOO6yBaHHA?

LLlo6 nepekoHaTHCA y TOMY, LLIO HOBI Nk abo meTof
nikyBaHHsA € 6e3neyHMY 11 edbeKTUBHMW AN1A Ntogen nig,
yac 3aCTOCyBaHHA.

LLlo6 nopiBHATY icHytoUi MeTOAM NiKyBaHHA N BU3HAUNTK,
AKUI 3 HUX € HANKPaLLM.

o6 BMBUMTM pi3Hi CNOCOOV BUKOPUCTAHHA CTaHAAPTHUX
(3aTBEpOKEHUNX) METOZIB NIKYBaHHS,
06 BOHW CTanu 6iNbll epeKTUBHMMU,
6inbLL NErkMMmM y 3aCToCyBaHHi, Ta/abo
ANA 3HKEHHA NOobiUHMX edeKTiB.

o6 BuABKTY, AK HaMKpaLLMM YMHOM
BMKOPWCTATW KYPC NiKYyBaHHA Y
Pi3HUX rpynax ntogen, Hanpuknag, y
AiTen, Ha AKX NiKyBaHHA paHille He
BUMPOOYBanocs.

AKUMN € geAaki 3 MOXXNMBUX NepeBar MOE€l yyacTi?

OTpurMaHHA gOCTyny A0 NOTEHLiIHO HOBOTO JliKyBaHHSA Nif,
4yac JOCNigXKeHb.

OTpumaHHsa KBanidpikoBaHOT MEAUYHOT IONOMOTH

Y 3aXBOPIOBaHHI, LLO JOCTIAPKYETbCA, OCKINbKM AOCAIAHUKN
YacTo € cnedianictamn y ranysi 3aXBOpoBaHHs, O
BMBYAETHCA.

HagaHHA fonomor iHWmm, CnpusAoym NpoBeaeHHIo
MeanYHMX JOCNIAXKeHb i Nporpecy MeToAiB NikyBaHHA.

AKUMN € geAki 3 MOXNNBUX PU3NKIB MOET y4acTi?

MOoXXnuBi HENPUEMHI, CePO3HI i HaBITb HeGe3NeYHi ans
XUTTA NO6IYHI edeKTn B pe3ynbTaTi Kypcy NiKyBaHHS.

ﬂiKyBaHHFI MOXe BUABUTUCA Heed)eKTI/IBHI/IM.

YuacTb y BUNPoOYBaHHAX MOXe BMMaraTy 6arato 3ycunb i
yacy.

[na oTprMmaHHA BigNOBIAen Ha OAATKOBI 3anNWTaHHA BigBiganTe
HaLw BEG-CANT 3a agpecoto www. smartparticipant.org
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CISCRP -
Aornomarae

BaM 3poountu
csigomuni Bnoip.



