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IIpn nmixrpumui ocBiTHbOro Noprany «Kniniyna gpapmanis» ta Excriepraoi npodiaemHoi
komicii MO3 Ta HAMH Ykpainu «Kniniuna gpapmaxosioris ta kiainiuna papmamis»

«Hauesxxna kiiHiyaa npaktuka (ICH GCP Eé6 (R2).
3aKkoHOAaBYi, HOpMATUBHI BUMOI'M il €TUYHI

ACIIEKTH NMPOBEJACHHA KIIHIYHUX BUNIPOOYBaHb»

«Good Clinical Practice (ICH GCP E6 (R2). Legal and Regulatory
Requirements and Ethical Aspects of Clinical Trials Conducting»

15 TpaBus 2021 p., m. Kuis

NMPOIMPAMA /| AGENDA

10.00- | BizkpuTT HAYKOBOI0 CeMiHapy.

10.10 | Ipusitanns. Iupexrop AIl «/lepxaBHuii eKcriepTHUI LEHTP
MO3 Ykpainmw» babenko M.M. /

Opening ceremony.

Welcome speech of Mychailo Babenko, Director of the SE
«The State Expert Center of the MoH of Ukraine»

Cinauteesa O.B.
/ O. Silantieva

10.10- | HopmaTuBHO-paBoBa 0a3a NMpPoOBeJACHHS
11.10 | kaiHiyHMX BUNPOOYBaHb B YKpaiHi /
Normative and Legal Base of Clinical
Trial Conducting in Ukraine

OcHoBHi npuHunnu HaJjiexxHol KJIiHIYHOT
npaktuku (GCP). Buposagxenns GCP
B YKpaiHi /

The Main Principles of Good Clinical
Practice (GCP). Implementation of GCP
in Ukraine

11.10- | O00oB’sA3KkH DoCaigfHUKA / Saxosa JI.4.
12.10 | Responsibilities of the Investigator | L. lankova
12.10- | ToxkymeHTH, IKI CYyIIPOBOXKYIOTh Jmutpaxosa T.O.
13.00 | kaiHiuHe BUNIPOOyBaHHS / | T. Dmitrakova
Clinical Trial Documentation
13.00- | KiniHiyHi BUNIPOOYBaHHSI B YyMOBaX npod. 3ynanenp [LA.
13.15 | nangemii COVID-19: pu3uku ta I I. Zupanets, Prof.
MOKJIUBOCTI ISl JOCTiITHUKIB /
Clinical Trials During Pandemic
COVID-19: Risks and Opportunities for
Investigators
13.15- | ETnuHi acniekTu nposeaeHHs kiaiHivaux | Cmomsp O.T'.
14.15 | BunpoOyBaHb / / O. Smoliar
Ethical Aspects of Clinical Trial
Conducting
14.15- | O00B’s13kH cnioHCcOpa. MOHITOPUHT. Pacnythsik C.C.,
15.15 | Ayant / | S. Rasputniak
Responsibilities of the Sponsor.
Monitoring. Audit
15.15- | KiniHiyHu# ayIuT KIIHIYHOT 0 Maunsnesa 41.B.
16.15 | BunpoOyBanHs / /Y. Maltseva
Clinical Audit of Clinical Trial
16.15- | Bignoiai Ha mutanHs. O0OroBopeHHsI 10MOBixel /
16.30 | Clarification of Questions. Discussion of the Reports
16.30 |3aKkpuTTS HAYKOBOTIO ceMiHapy /

Scientific Workshop Closing




