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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
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OcHoBHi 1o/10kKeHHsI 6i0eKBiBa/IeHTHOCTI Ta 0i00CTYITHOCTI

Bumoru 10 pi3HUX MiKapCcbKUx hopm

[Tigxoau o BubGopy pedepeHTHOTO Mperapary

[Tigxoau no BUOOPY A03yBaHHS [jIsl IPOBEI€HHS AOCTiIKEeHHS

Ooipg
NEW. OcobnmBocTi Au3aiiHy, CTaHjapTH3allii Ta KpUTepiiB OL[iHKU
TOPiBHS/IbHUX (papMaKOKiHEeTUUHUX JOC/iPKeHb 3 ypaXyBaHHSIM
BHMMOT OHOBJIEHOI HaCTaHOBU 3 0i0eKBiBa/IeHTHOCTI
NEW. OnHoBneHi BuMoru 3 06ioeKBiBajeHTHOCTI [0 crerudpiuHnX
mikapcbkux 3aco6iB (Product-specific bioequivalence guidance)
KaBa

NEW. Ocob6/mBOCTi TylaHyBaHHSI, PO3PO0KH Ta TIPOBe/IeHHS
JOCJTiKeHb IS JIiKapChbKUX 3aco0iB y BUT/IsAL hikcoBaHOI
KoMOiHarfii

OcobmBocTi foKa3y OioekBiBaIeHTHOCTI 3a Mporielyporo OioBeiiBep
Ha nigcraBi BCK

IIpaKkTHU4Hi 3aHATTSA:

- MUTAHHA MigX0/y A0 AU3aaliHA JOC/TiHKeHHs,

- BHOIp /103yBaHHsI/-Hb [I/Is1 IPOBeieHHA JOC/TipKeHb BE,
- 0c00/1MBOCTI hiKCcOBaHUX KOMOiHAaILii.




	

