IITAHOBHI JJOCJ/IITHUKU, IIKAPI, YWIEHU KOMICIH 3 IUTAHb ETUKU,
BCI CTEVIKXOJITEPY T'AJTY 31 K/TTHIYHUX BUITPOBYBAHB!

TOJIYYAUTECS 1O CEPTUPIKAIIIMHOI' O CEMIHAPY
«Hanexxna kiiHiuHa npaktuka (GCP).
HopMaTHBHO-IIPaBoOBe pery/ii0BaHHA NMPOBeJeHHs K/IiHIYHUX BUNIPOOYBaHb» /
«Good Clinical Practice (GCP). Clinical Trials Regulation»

JlaTa npoBepenHs: 26 mcromnazga 2026 poky
dopmar: 3MimaHui (odJiaiiH/oHIalH)

Micue npoBepaennsi: M. JIeBiB, BANKHOTEL, Byn. Jlucronagosoro YuHy, 8 (odaiix
(KinbKicTh MicI[b 0OMeXKeHO)/0H/IakH TU1aTdhopMa TEXHIUHOTO MpoBaii/iepa (OH/IaiH).

Jo ydacTi 3ampomyrThCs JOCTIAHUKA Ta JiKapi, u/leHW KOMiCiii 3 MUTaHb eTHKH,
CTIOHCOPH Ta 3asiBHUKW, TIPeJCTaBHUKKM (DapMalleBTUUHMX KOMITaHii i BUPOOHUKIB
nmikapcbKux 3acobiB, HaAyKOBI[i, Mojofi BueHi Ta BcCi axiBli MeauuHoi Ta
(hapManieBTHUHOI rasy3ei, SiKi MparHyTh MOTJMOUTH 3HAHHS TIPO CyvyacHi MiAXogu A0
opraHisariii Ta mpoBefieHHs K/TiHIYHUX BUTIPOOYBaHb.

Y niporpami ceminapy GCP

«HanexxHa kniniuHa npaktuka (GCP). HopMaTuBHO-IpaBOBe pery/itoBaHHS
TIpOBe/IeHHs K/TiHIiUHUX BUMPOOYBaHb»:

e T[Iporeaypa oTprMaHHs iHPOPMOBAHOI 3rOAM AOC/Ii)KYBaHOTO Bi/IMOBiAHO [0
GCP ICH E6 (R3) - oryisig 11.2.8 Po3giny 2. Jocnigauk (Annex I)

¢ Jlis/IbHICTb KOMICiM 3 MUTaHb €TUKH MPH JiKyBaIbHO-NIPO(DIIAKTUUHUX 3aK/1a4aXx,
B SIKUX MPOBOJSATHCS K/TiHIUHI BUMPOOyBaHHS JIiKapChbKuX 3acobiB, BigTOBiIHO /10
GCP ICH E6 (R3) - ornisag 3miH Po3ziny 1. EKcniepTHa pasia MeJU4HOIO
3aKJia/ly/He3ane>xHuii eTHYHU Komitet (Annex I)

e [Iporeaypa oTprMaHHs iHPOPMOBAHOI 3rOA1 AOC/Ii)KYBaHOTO Bi/IMOBiAHO [0
GCP ICH E6 (R3) - oryisig 11.2.8 Po3giny 2. Jocnigauk (Annex I)

e Micus npoBeJeHHS KIiHIYUHMX BUMTPOOyBaHb Ta AOCTiAHALIbKA KOMaH/Ia:
HOPMAaTUBHI BUMOTH 10 HUX BiAgnoBigHo 1o GCP E6 (R3) - ornsig 3min Po3sginy 2.
Hocnigauk (Annex I)

e TIpoTokos K/iHiuHOrO BUNIPOOYBaHHs Ta bporrypa foctiHrKa, 3MiHU Ta
ytouHeHHs1 nipu nepersisifi kepiBHULTBa GCP ICH E6 (R3). lornnioBHeHHsT A
(Appendix A) ta lonnoBHeHHs1 B (Appendix B)

e JIoKyMeHTH, sIKi CyIIPOBO/IKYIOTh KJTiHiuHe BUTIPOOyBaHHS BifymoBigHo 1o GCP
ICH EG6 (R3) - ornisin JonoBHeHHst C (Appendix C). OCHOBHi JJOKyMeHTH JJ1si
TIPOBe/IeHHs K/TiHIYHHUX BUNIPOOYBaHb

e JlocmimpKyBaHHH TiKapCbKUH 3aci6 B KTiHIYHMX BUMTPOOYBaHHSX BiZITIOBiHO 10
GCP ICH E6 (R3) - orsisig 11.3.15. Po3giny 3 (Annex 1)



e Orjinka iHdopMariii 3 6e3meKy A0C/TiHPKYBaHOTO JTiIKapChbKoro 3acofy Ta 3BiTHICTh
3rigHo 3 GCP ICH E6 (R3)

Kowmmn'totepu3oBani cuctemu: kepiBuulitBo GCP ICH E6 (R3)

O608's13km gocmiganka (GCP ICH E6 (R3)

O6oB's13ku crioHcopa. Monitopunr. Ayaut (GCP ICH E6 (R3)

KniniuaMii ayUT KTiHIYHOTO BUITPOOYBaHHS

Ceprudikar: Ilicisa yuacti y ceminapi GCP KoxKeH yyaCHUK OTpUMae cepTudikar, 1o
MiATBEPKY€E BIAMOBIAHICTE 3HAHb T[I0JIOXKEHHSIM TIOPSAKY TIPOBeJEHHS KIIiHIUHKUX
BUTIPOOyBaHb B YKpaiHi.

ITpe3enTaniiiai marepianu ceminapy GCP OyayTh AOCTYTIHI /1S C/TyXauiB 3a 3alUTOM.

PeecTpariin
Inst yyacti HeoOXiJHO 3amMOBHUTH 3asiBYy Ta HaJiciaTH ii B eJIeKTPOHHOMY BWIJISIZI Y
dopmati doc / docx Ha appecy AreHilii MeTO/0/IOTiYHOI Ta HAYKOBO-TIPAKTUYHOI pOOOTH:
amsw(@dec.gov.ua
KoHTakTHn
ATeHIIist METO/I0/IOTiUHOI Ta HAYKOBO-IIPaKTHUUHOI poO0TH
Ten.: +38 (044) 202-17-00 (2253)
e-mail: amsw@dec.gov.ua
YekaeMo Ha 3yCTpiu 3 Bamu 26 smcronaja Ha «Pi3gBIHUX UyuTaHHA Yy JIbBOBI».
[TapTtHep opraHni3arii cemiHapy GCP - Pi3aBsiHi uutanHs y JIbBOBI
https://rizdvjani.chytannja.lokdc.lviv.ua/
[TigTpumyemo apec-Koj Pi3iBAHUX YHUTaHb:
yKpaiHCbKe BOpaHHS Ta e/IeMeHTH YKPAiHCbKOT0 JU3aiiHy

CkopucTaiiTech HaroioK MOrIMOUTH CBOI 3HAHHSA
mopo ocranHix 3mMiH y GCP ICH E6 (R3)!
30epexiTh y CBOEMY KasleH/japi 1o gaTy — 26 aucronajga 2026 poky!
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