25.05.16. FDA pagutrh 00MeXHTH 3aCTOCyBaHHA aHTHOaKTepia/lbHUX
JMiKapChbKUX 3aco0iB, MmO MicTaATh (TOPXiHOIOHH, AJIA JIIKYBaHHA [eSAKHX
Heceprio3Hux iH¢eknin. FDA nonepejpkae mpo pHU3HK PO3BHUTKY CepHO3HHUX
nobiuHNx peaxijii 3 00Ky OIMOPHO-PYX0BOro anapary Ta HEPBOBOi CHCTeMH

AMepHKaHChKa areHIlisi 3 6e3neku gikapcbKux 3acob6iB (FDA) monepe/pkae, 1110
PU3MKM PO3BUTKY CEpPUO3HMX TMOOIUHMX peakiliki, sKi IMOB's3aHi i3 3acTOCyBaHHSIM
aHThOaKTepia/lbHUX JTiKapCbKUX 3acobiB (JI3), 1m0 MicTaTh (TOPXiHOMOHM, $K
IIPaBUJIO, TepeBa)kaloTb KOPUCTh I MAL|i€HTIB 3 TOCTPUM CHUHYCUTOM, I'OCTPUM
OpoHXiTOM i HeyCK/lagHEeHWMH iHGEKIiIMA CeUYoBUX IIISAXiB Ta y SKWUX € iHIIi
BapiaHTH JiikyBaHHA. DTOPXIHOJIOHU MOKYTh 3aCTOCOBYBATUCA /i JIIKYBaHHS JaHUX
3aXBOPIOBaHb TUIbKU B pasi BiICYTHOCTI a/ibTepHATUBHUX METO/B.

Orsisig, FDA moka3sye, 1110 CMCTeMaTUYHUA TTPUMOM (PTOPXIHOJIOHIB MOB'SI3aHUAN
3 PO3BUTKOM CepMo3HMX MOOIUHMX peakiii 3 60Ky OMOpHO-PYXOBOTrO arapaTy Ta
LeHTpaabHOI HepBoBOi cuctemu (LJTHC). I1pu 11bOMy ypaXKyrOTbCS CyXOXKUIUIS, M'S3H,
cyrnobun, Hepu, i IIHC, cnpuumHstoun 06iib, CIUTyTaHICTL CBiJJOMOCTI Ta
ra/roLMHaLil.

BigmoBigHO [0 3a3HaueHoro Buile, FDA mnpuiiHssia pillleHHS OHOBUTU
iH(dopmaljito B iHCTPYKIIisiX 10 3aCTOCYBaHHIO JI3, 1110 MiCTATb PTOPXiHOOHMU.

SIkio y maijieHTa BUHUK/IM 03HAaKU abo CUMITTOMM MOOIYHUX peakliiid, Mpo siKi
WJeTbCs BUIle, Jiikapio C/iJ, HeranHo Bigminutu JI3 3 dTOpXiHO/IOHAMU Ta
TIPOIMCATH TALIIEHTY iHILI a/lbTepHATUBHI MPerapaTtu, SKILIO Lie MOXX/IUBO.

Y cepnni 2013 poky Ta B smnHi 2008 poky FDA Bxe HajaBana iH(opmariito
1110/10 PU3UKIB, MOB'I3aHUX 3 CUCTeMaTUYHUM 3aCTOCYBaHHSAM (DTOPXiHOJIOHIB. Takox
JlaHe TIUTaHHS 00roBOprOBanoCs Ha 3acigaHHi KoHcysmbratuBHOTO Komitety FDA B
mucroniagi 2015 poky.



