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

HopmaTuBHO-IpaBoBe peryJil0BaHHS NPOBeJeHHs KJIiHIYHUX BUIIPOOYBaHb /

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

JlaTa Ta micue npoBeaenHsi: 24 kBitHs 2026 poky, M. Kuis
®opmar: OHJIIANH
Opranizatop ceminapy GCP: JlepxaBuuii excrieptauil nentp MO3 Ykpainu

Yac Tema nomnosixi JlonoBigau
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 JOKJIHIYHHUX Ta KIiHIYHUX BUOPOOyBaHb
komiter (Annex I)
Ouabra CMoasp, HaYaIBHUK BiAIiTy
CIEIliaNli30BaHOl eKCIIEPTH3H MaTepialiB
. .. KJIIHIYHUX BHIIPOOYBaHb JlernapTaMeHTy
IIpouexypa orpumanHs iHpopMoOBaHOI 3roau c L
) . . . eKCIIepTH3H MaTepialiB JOKIiHIYHUX Ta
11:20 | pocaixxysanoro Binnosinno 1o GCP ICH E6 .
. . KJTIHIYHHX BHITPOOYBaHb/
- (R3) - orusig m.2.8 Po3aiay 2. docaianuk (Annex .o .
11:40 ) IOpiii HlemeTn10, HAYATBHUK BIATLTY
) KOOPAMHAIIIT POOOTH JIOKAJIbHUX €THUHUX
KOMICill Ta MOHITOPHHTY MOOIYHUX peaKIlii
JenaprameHTy eKCIIepTH3H MaTepiajiB
JIOKJIIHIYHUX Ta KJIIIHIYHUX BUIIPOOYBaHb
IOpiii Cnenos, 3aCTyMHUK HAa9aIbHUKA
BIJITUTY CIIEIiaTi30BaHOT €KCIIEPTH3U
. - MaTepialiB KIiHIYHUX BUIPOOYBaHb
Micus npoBeeHHsI KIiHIYHHUX .
) . JenapraMeHTy eKCIIepTH3H MaTepiaiiB
11:40 | BunmpoOyBaHb Ta JOCTITHUIBKA KOMAaH/AA: S -
. . . JOKJTIHIYHHUX Ta KIIHIYHAX BUIIPOOYBaHb/
- HOpPMATHBHI BUMOru 10 HuX Biamosinno 1o GCP . 7
) . . . Csitiana I'oBopoBa, exciiepT Binainy
12:00 | E6 (R3) - orasa 3min Po3ainy 2. JlocaigHuk L . N
(Annex I) CIIeIiaTi30BaHOl eKCIIEPTHU3H MaTepiaiB
KIIIHIYHUX BUNPOOyBaHb JlenapraMeHTy
eKCIEepPTH3HM MaTepialiB TOKIIiHIYHUX Ta
KIJIIHIYHUX BUIPOOYBaHb
JoxkyMeHTH, sIKi CYyNPOBOMKYIOTH KJiHiYHe Tersina /IMuTpakoBa, eKCriepT BiIiTy
12:00 | Bunpo6yBanHs BignosigHo 1o GCP ICH E6 (R3) | cneuiani3oBaHOl eKCIIEPTU3U MaTepiaiB
- - orasa JonoBuennsi C (Appendix C). OcHOBHI | KJIIHIYHMX BUIIpOOYBaHb JlenapraMeHTy
12:30 | moxkymMeHTH JJisi MPOBeAeHHs KJIIHIYHNX EKCIIEPTH3M MaTepiajiB TOKIIHIYHUX Ta
BUNPOOYBaHb KIIIHIYHUX BUNPOOYBaHb
12:30

13:00

IIEPEPBA




Jlinis Komap, HadaJIbHUK BiITUTY €KCIIEPTH3H
SIKOCT1 MaTepiasiiB Al KITHIYHUX

13:00 | docaimskyBaHuii JikapchbKuii 3aci6 B KIiHiYHHX
i BHIpoGyBannsX BianoiaHo 10 GCP ICH E6 BUTIPOOYBaHb JlenapTaMeHTy eKCIIepTU3n
. MaTepialiB JOKITIHIYHAX Ta KITHIYHUX
13:30 | (R3) - orusia n.3.15. Po3niny 3 (Annex 1) P A
BUTNIPOOYBaHb
Jap's AuapeeBa, 3aCTyITHUK Ha4aJIbHUKA
. . . BTy KOOpAWHAIIT poOOTH JTOKaTbHIX
) Ouinka indopmanii 3 6e3nexu J0CTITKYBaAHOTO JULLTY KOOPZHALILL PO .
13:30 . . . €TMYHHUX KOMICii Ta MOHITOPHHTY TOOIYHUX
JikapcbKoro 3acody Ta 3BiTHicTs 3riqno 3 GCP .
- ICH E6 (R3) peakiiii JlenapTaMeHTy eKCIIepTH3H
13:45 MaTtepianiB JOKIIHIYHAX Ta KIIIHITHAX
BUTNIPOOYBaHb
Jap's ManakoBa, ekcriepT Biaimy
. . MIOTIEPEAHBOT eKCIIEPTU3N MaTepialiB
13:45 | Komn'orepusoBani cucremu: kepiBHunreo GCP pen P p
i ICH E6 (R3) JOKJIHIYHUX Ta KITIHIYHUX BUIPOOYBaHb
14:10 JenapramMeHTy eKCcIiepTH3N MaTepiasiB
) JOKJTIHIYHUX Ta KIIHIYHAX BUIPOOYBaHb
14:10 Kapina /lokyk, ekcnept BiAIiIy KIiHIYHOTO
i O608B's3ku gocainnuka (Bix R2 1o R3) ayIuTy KIHIYHUX AOCixKeHb JlenapTaMeHTy
14:35 aymry
14:35 | OooB's3ku cioHcopa. MOHITOPpUHT. AyaHUT Hina [luauan3se, excrept BiIuTy KIiHIYHOTO
- (nmepexin Bix R2 10 R3) ayIuTy KIHIYHUX AOCTiIXKeHb JlenapTaMeHTy
15:05 ayJIUTy
15:05 C . Banentuna JlaBpeH4yK, HaualbHUK BiAILTY
Kainiunuii aynut KJIiHIYHOT0 BUNPOGYBaHHSI L 7 .
- KJIIHIYHOT'O ayAUTY KIIHIYHUX AOCITIKCHb
15:35 JenaprameHnTty ayanurty
15:35

15:50

OBI'OBOPEHHSI. BIAIIOBIAI HA 3AIIMTAHHSA




