IMPOI'PAMA
ceprudikauniiiHoro ceminapy
«Hanexna kiainiyna npaktuka (GCP).

HopMmaTuBHO-IpaBoOBe pPeryJl0OBaHHS MPOBeJeHHS KJIIHIYHUX BUNIPOOYBaHb) /

«Good Clinical Practice (GCP). Clinical Trials Regulation»

JlaTa Ta micue npoBeaenHsi: 19 uepsus 2026 poky, M. Kui
dopMmar: oHJIalH
Opranizatop ceminapy GCP: [lepxaBuuii ekcnieptHuit ieatp MO3 Vkpainu

Yac Tema gomoBini JdonoBinau
Ounexcanap I'yn3enko, HagvansHUK ATEHIII
10:00 METOJIOJIOTIYHOI Ta HAyKOBO-TIPAKTUIHOT
| Binkpurrtsa ceminapy. BitajibHe c10B0 poboTH, JOKTOp (papMaleBTUYHHUX HAYK,
10:20 mpoecop, 3acimykeHni paIiBHUK OXOPOHH
) 310pOB'st YKpaiHu
10:20 HopMmaTuBHO-npaBoBa 6a3a npoBeaeHHs Taica I'epacumuyk, aupexrop JlenapramMeHTy
) KJIIHIYHUX BUNPOOYyBaHb B YKpaiHi BiIMoOBinHO | eKCIepTH3M MaTepialiB JOKIIHIYHUX Ta
1050 | A0 HoBoi GCP ICH E6 (R3). Orasa Po3zainy I1. KJIIHIYHUX BUNPOOYBaHb, KAHAUAT
) IpuHIUNY HAJEKHOI KJIIHIYHOI MPAKTUKHI (hapMalleBTUYHHUX HAYK
JisabHICTH KOMicili 3 MMTaHb eTHKH NPH
JIKYBAJILHO-NIPO(IAKTHYHNX 3aKaaax, B sskux | IOpiii Hlemerniiio, HaualpHUK Binaimy
10:50 | mpoBoaATHCA KIIHIYHI BUNPOOYBaHHA KOOpIuHaLii poOOTH TOKaTbHUX ETHYHUX
- JikapcbKuXx 3aco00iB, Bignosigno 1o GCP ICH KOMICill Ta MOHITOPHHTY MOOIYHUX peakiii
11:20 | E6 (R3) - oraisin 3min Po3ainy 1. Ekcnieprna paga | JlemapraMeHTy eKCiepTU3U MaTepialiB
MeIUYHOrO0 3aKJIay/He3aIeKHUIl eTHIHUIH JOKJIIHIYHHMX Ta KIiHIYHUX BUIPOOYBaHb
komiter (Annex I)
. . Ouabra Cmousip, HAYaJILHUK BiJUIUTY
IIpouenypa orpumanHs iHopMoBaHOi 3roau o i I
) . . . CIeLiaNi30BaHOl eKCIIEPTU3U MaTepiaiB
11:20 | mocaixxyBanoro Binnmosinno 10 GCP ICH E6 S
. . KJIIHIYHUX BHIIPOOYBaHb JlernapTaMeHTy
- (R3) - orssix m.2.8 Po3aisty 2. locainnuk (Annex S L
11:40 | 1) eKCIIepTH3H MaTepialiB JOKIIHIYHUX Ta
' KIIIHIYHUX BUIPOOYBaHb
. .. KOpiii Cienos, 3acTynmHUK HadaJbHUKA
Micus npoBeeHHsI KIiHIYHHUX . L N
. . BiJILTY CIIeLiasli30BaHO] eKCIIEPTU3U
11:40 BUNPOOYBaHb TA TOCTIIHNILKA KOMAaH/A: S .
. . . MaTepiasiB KIiHIYHUX BUIPOOYBaHb
- HOpPMATHBHI BUMOru 10 HuX Biamosinno 1o GCP L
) . . . JenapraMeHTy eKCIIepTH3H MaTepiaiiB
12:00 | E6 (R3) - orasa 3min Po3ainy 2. locaignuk - ..
JOKIIHIYHKUX Ta KITiHIYHUX BUIPOOyBaHb
(Annex I)
JdoxkyMeHTH, IKi CyPOBOIKYHOTH KJIiHIYHE Tersina /IMuTpakoBa, ekcriepT Biaainy
12:00 | BunpodyBanus BinnosigHo 10 GCP ICH E6 (R3) | cremiani3oBaHOi eKCIIEpPTH3M MaTepialinB
- - orsiaa JonoBHenHss C (Appendix C). OcHoBHi KJIIHIYHUX BUIPOOyBaHb JJenaprameHTy
12:30 | nokymMeHTH JJisl IPOBEIEHHN KJIIHIYHUX eKCIEepPTH3HM MaTepialiB TOKIIiHIYHUX Ta
BUNPOOYBaHb KIIIHIYHUX BUNPOOYBaHb
12:30
- INEPEPBA
13:00
Jlinis Komap, HavanbHUK BIIUTY €KCIIEPTU3U
) . L. Lo .. SIKOCTI MaTepialiiB I KJIIHIYHUX
13:00 | JocaimxyBanuii JikapcbKuii 3aci6 B KIiHiYHHX
. . BUnpoOyBaHb JlenapTaMeHTy eKCIIepTU3U
i BUNpoOyBaHHAX Bianosinuo 10 GCP ICH E6 MaTepialiB JOKIIHIYHUX Ta KITHIYHAX
13:30 | (R3) - oraisia m.3.15. Posminty 3 (Annex 1) p

BUIIPOOYBaHb




Ouinka indgopmanii 3 6e3meKu JOCTITKYBAHOTO

Jap'st AuapeeBa, 3acTyITHUK HadaJIbHUKA
BiJ/ILTy KOOpAMHALIT pOOOTH JIOKaJbHUX

13:30 . o . €TUYHMX KOMICiH Ta MOHITOPUHTY IOOIUHUX
JiKapcbKoro 3acody Ta 3BiTHicTh 3riqno 3 GCP .
- peaxiif JlenapraMeHTy eKcepTu3u
) ICH E6 (R3) e . .
13:45 MaTepiajiB AOKIIHIYHUX Ta KIIHIYHUX
BUTNIPOOYBaHb
Jap's ManakoBa, eKkcriepT Biaimy
. . MOTEPeIHBOT EKCIIEPTHU3N MaTepialliB
13:45 | Komn'iorepusoBani cucremu: kepiBHunTeo GCP peil -P] P
JOKTIHIYHUX Ta KJIIHIYHAX BUIPOOyBaHb
- ICH E6 (R3) o
1410 JlemapTaMeHTy eKCIIepTH31 MaTepiaiiB
' JOKJIIHIYHUX Ta KIiHIYHUX BUPOOyBaHb
1410 Kapina Jloxkyk, excnepT BiAaiIy KIiHIIHOTO
i O008B's13Kku gocaignuka (Bix R2 1o R3) ayIuUTy KIHIYHUX AOCiIKeHb JlenapTaMeHTy
ayauT
14:35 YAy
14:35 | O6oB'sa3ku cioHcopa. MOHITOPpUHT. AyauT Hina HnHuanse, ekcrept BiAiTy KIiHIYHOTO
- (nepexia Bin R2 1o R3) ayJUTy KIIHIYHUX TOCIIKeHb JlenapTraMeHTy
15:05 ayJIuTy
15:05 T - Banentuna JlaBpeH4yK, HaualbHUK BiAILTY
Kainiunuii ayqut KJIiHiYHOT0 BUNIPOOYBAHHS S o .
- KJIHIYHOTO ayIUTy KIIHIYHUX JTOCITiPKEHb
15:35 Hdenapramenty ayaury
15:35

15:50

OBI'OBOPEHHSI. BIAIIOBIAI HA 3AIIMTAHHSA




