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BuMoOry oHOBJ/IeHOI HACTAaHOBM 3 010eKBIBa/IECHTHOCTI.

CyuacHi pery/ifaTopHi BUMOTH I{0/]0 JTIKAPCHKHUX 3aC00iB y
BUr/IAAI (DiKcoBaHOI KOMOiHaIii

05.04.2019 poxy

IIporpama cemiHnapy

09.30-10.00 | PeecTpariis

OcHoBHi 1osiokeHHsI 6ioeKkBiBa/IeHTHOCTI Ta 6i0I0CTYITHOCTI.
Bumoru 10 pi3HUX NiKapChbKUX (hOpM.

[Tigxoau o Bubopy pedepeHTHOTO Mperapary.

[Tigxoau no BUOOPY A03yBaHHS 1Sl IPOBeIeHHS AOCTiIyKeHHS

KaBa
NEW. Ocob6mBocTi u3aiiHy, CTaHAApTH3allil Ta KPUTEPIiB OlLiHKH
TOPiBHS/IbHUX (papMaKOKiHEeTUUHUX JOC/iI>KeHb 3 ypaXyBaHHSIM
BHMMOT OHOBJIEHOI HACTAaHOBH 3 6i0eKBiBa/IeHTHOCTI
NEW. OnoBneni BuMoru 3 06ioekBiBajleHTHOCTI [0 crerudpiuHanx
nikapcekux 3aco6iB (Product-specific bioequivalence guidance)

Ooip

NEW. OcobnmBocTi nyiaHyBaHHSI, pO3pO0KY Ta MPOBe/IeHHs
JOCJTiKeHb JJ1s JIiKapChbKUX 3aco0iB y BUTIsIAL hikcoBaHOT
KoMOiHarfii

OcobsmmBocCTi AoKa3y 6ioeKBiBa/IeHTHOCTI 3a TIpoLieyporo OioBeiiBep
Ha miacraBi BCK

IIpaKkTHU4Hi 3aHATTA




