NEPXXABHUW EKCNEPTHWW UEHTP MO3 YKPAIHW

CEMIHAP-NMPAKTUKYM

«BnB4yeHHa 6iogocTynHOCTI Ta 6ioekBiBaNeHTHOCTI - NMOpiBHANbHI

hapMaKOKIHETUYHI OOCNIOXEHHS.
biogenBep ANA [OLaTKOBUX O03YBaHb»

21 niwoToro 2024 p., m. Kuis

MPOrPAMA
09:50 - 10:00 | PeecTpauin
10:00 - 10:10 | BiakpuTtTa ceMiHapy.
MpusitTaHH OnekcaHgpa F'YOA3EHKA / HayYalbHuka Biaainy AredHuii
MEeTO0/0/I0ri4YHOI Ta HayKOBO-NPaKTUYHOI poboTu
10:10 - 11:00 e LUlo noTpibHO po3yMmiTM npo 6ioeKBiBaNEHTHICTb B KOHTEKCTI
HOBOro 3akoHy npo J13.
e OcobnmeocTi BUMOr OO0 OOKa3y reHepuyHOCTiI B 3aleXHOCTi Big
Nikapcbkoi hopMu.
¢ B3aemMo03B’A30K hapMaueBTNYHOI €KBiBaJIEHTHOCTI Ta
bioekBiBaJIEHTHOCTI.
Hapia XykoBa- HaYa/bHUK YyNpaBJiHHSA €EKCOepTu3v MaTepiasaiB 3
biogocTynHocTi Ta bioekBiBa/IEHTHOCTI. K. hapM. H.
11:00 - 11:30 e [linxoon no Bnbopy Ta obrpyHTYBaHHA pedepeHTHOro npenapaTy.
TunoBi NOMUNKKN. AK 3HaNTW iHpopMaLito. NMpuknagn NOLWyKYy.
Hanis XXKykoBa
11:30-12:10 e bioBelBep A5 000aTKOBUX 003yBaHb (MOHO Ta KOMbBiHOBaHI J13).
Mpuknagu pisHUX CUTyauin.
OkcaHa HaropHak - Ekcnept BiAniny eKCcneptusu MaTtepiasiB
CEHEPUYHUX Ta IHLWINX NiKapCbKuX 3acobiB
12:10 - 12:40 06in,
12:40 - 13:40 e OcobnmBocTi Agu3anHiB, CTaHdapTu3auii, KpuUTepiiB  OUIHKN
MOPIBHANBHNX (DAapPMaKOKIHETUYHUX OOCAIAXXEHb 3 ypaxyBaHHSAM pPi3HOI
MeTu NMpoBeAeHHS gocnigXXeHHs. Npuknagn pisHNX cUTyauin.
Hapgis )XXykoBa
13:40 - 14:20 e Bumornm cneundiyHMX KepiBHUUTB WoAo 6ioekBiBaNeHTHOCTI;
PisHnus B nigxogax EMA Ta FDA.
OdikyBaHi 3MiHM BiAMOBIAHO A0 OHOBJ/IEHOr0 KEPIBHULTBA
ICH Guideline M13A on bioequivalence for immediate-release solid oral
dosage forms.
Hapnis XXKykoBa
14:20 - 14:35 | KaBa-bpenk
14:35 -15:15 e HoBa pepnakuia kepiBHuuTtBa EMA 3 Banigauii 6ioaHanitndHoi

MEeTOAMKN Ta aHanizy 3pa3kiB gocnig>XeHHA. OCHOBHI BigMIHHOCTI, Ha $Ki
MnoTpibHO 3BEPHYTK yBary.
OkcaHa HaropHsak

15:20 - 15:50 e  TunoBi NOMUNKW B AOCHAIAXXEHHAX 6ioeKBiBa/IeHTHOCTI.
TunoBi MOMWUIKM NpPW 3amnoOBHEHHI 3BiTy MNPO KAiHIYHI BUNpobyBaHHSA
(DopaTok 30 Haka3y MO3 YkpaiHn Ne 426 B YMHHIN peaaKLii)
Hanis XXykoBa

15:50 - 16:20 e [lpakTun4Hi 3aHAaTT4. PoboTa B rpynax. Bianosiai Ha nuTaHHA.

Hania XykoBa

OKcaHa HaropHsak




