IEPXABHII EKCIIEPTHMM LIEHTP MO3 YKPATHU

CEMIHAP-ITPAKTUKYM

JleTa/IbHO MPO JOC/Ti/PKeHHs 0i0oeKBiBa/IeHTHOCTI.

BIOBEHMBEP HA ITIJICTABI BIO®APMAIIEBTUUYHOI CUCTEMU

K/TACU®IKAIIIL

12 gepecus 2023 p., m. Kuie

ITPOT'PAMA

09:50 — 10:00 PeecTpanisa

10:00 — 10:10 BigkputTa ceminapy. IlpuBitanus Onekcanjgpa
I'YA3EHKA / nauanibHUKa Bigfiny AreHuii
MEeTO/I0/IOTiYHOI Ta HAYKOBO-NPAKTHYHOI PO00TH

10:10 — 11:00 Konuemniist 6ioekBiBaneHTHOCTI. OCOB/IMBOCTI MiAXOMIB 10
Jloka3y bioekBiBaneHTHOCTi. Hadis Xykosa

11:00-11:30 [Migxogu g0 Bubopy Ta oOrpyHTyBaHHSI pedepeHTHOro
ripeniapaty. TumnoBi moMuiku. SIK 3HaTH iHdopMmatiito.
Haois XKykosa

11:30 - 12:10 OnHoBsieHi migxoay [0 Joka3zy OioekBiBaseHTHOCTI  3a
rpolieyporo  OioBeliBep Ha TifcTaBi 6GiodapmarieBTHUHOI
cuctemu Kinacudikariii (BCK) - Bumoru kepiBuuitea «ICH M9
Guideline on biopharmaceutics classification system-based
biowaivers». Hadis JKykosa

12:10 — 12:40 O6if

12:40 - 13:20 OHOB/IeHI BUMOTrM [0 BU3HAUEHHS PO3UYMHHOCTI [ir04YO0il
peuoBuHd 3a BCK, BUMOru [0 BH3HAUeHHS PiBHOBa)KHOI
po3urMHHOCTI. OkcaHa Ha2opHsk

13:20 — 14:00 Ocob6MBOCTi MiArOTOBKY MaTepiasiB 3 6i010CTyITHOCTI
(abcomoTtHa 6iomocTyHiCTb, MacobasaHc, Caco 2).
OkcaHa HazopHsk

14:00 — 14:15 KaBa-6peiik

14:15 - 14:45 OHOBJIEHI BUMOTH |0 JOTIOMI>KHUX PEUOBHH.
Haois XKykosa

14:45 - 15:20 Bumoru 10 npoBeieHHs Ta OLIIHKU KIHETUKH PO3UUHEHHS.
Bumoru g0 Bamijanii aHalITUMHUX METOAUK
OkcaHna HazopHsk

15:20 - 15:50 Pekomengatiii o opopmeHHs 3BiTy AOKa3y
OioeKBiBa/IeHTHOCTI 3a TpoLieyporo OioBeMBep Ha TificTaBi
BCK.
TumnoBi moMusKu Joka3y 6ioeKBiBaIeHTHOCTI 3a TIpolLieypor0
6ioBeiiBep Ha mifcraBi BCK. Hadisa JKykoea

15:50 - 16:20 [IpakTryuHi 3aHATTS. BiAnoBigi Ha nUTaHHS.

Haois XKykoea. Okcana HazopHsk




