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OT3bIB U U3bSATHE JICKAPCTBEHHBIX NPENapaToB

B CIIIA ynpasnenue 1o KOHTpOJIIO 3a mpoaykTamu u sekapctBamu (Food and Drug
Administration, FDA) cienut 3a Tem, 4TOOBI JIeKapcTBa MPOXOIMIH MTPOBEPKY Ha O€30MaCHOCTh
1 3¢ (HEeKTUBHOCTH /10 UX BBIXOJA Ha PbIHOK. MHOT1a BO3HUKAET HEOOXOIMMOCTh U3bSITh
JIEKapCTBO U3 MPOAAXKH, €CIIM OHO NMPHU3HAHO JEPEKTHBIM MIIM MOXKET HAHECTH BpEI.

ITo crenenu pucka FDA Bbiensier Tpu KaTeropuu OT3bIBa MPENapaToB:

e Kuacc I: Onacuble win neexTHble npenapaThl, KOTOPbIE MOTYT NPUBECTH K CEPhE3HBIM
npobiaeMaM co 310pOBbEM WM Aaxke K cMepTu. [IpumMep: HenpaBuiibHas MapKUPOBKa
YKU3HEHHO BaYKHOTO JIEKAPCTBA.

e Kuacc II: JlekapcTBa, criocoOHbBIE BBI3BaTh KPATKOBPEMEHHBIE ITPOOJIEMBI CO 310POBbEM
WIN NpeACTaBISIIoNMe HeOOoNbIIONH pUCK cepbE3HOTo Bpeaa. [Ipumep: mpenapar ¢
3aHWKEHHOM JJO3UPOBKOM, KOTOPBIN HE IPUMEHSAETCS ITPH )KU3HEYTPOKAFOIINAX
COCTOSIHUSIX.

e Kuacc III: IIpenapaTel, KOTOpBIE, KaK PABUIIO, HE OKA3bIBAIOT CEPHE3HOTO BIMAHMS Ha
310pOBBE, HO HapymIatoT TpedboBanus FDA k mapkupoBke win npousBoactsy. [Ipumep:
HE3HAYUTEIbHBIN 1e(DeKT YIaKOBKH.

dapmareBTHYeCKHe KOMIIAHUU TaKKe€ MOTYT CaMOCTOSITENIbHO IPUHSTH PelIeHne 00 U3bATUU
JIEKapCTB U3 NPOAaXKHU (TaK Ha3bIBa€MOE J100POBOJILHOE U3BSITHE).
[Tpumep: ynaneHue JIekapcTBa ¢ PhIHKA B CIy4ae IMOI03PEHUS Ha BCKPBITHE YIIAKOBKU.

Otaen anteunoro oocnyxkuanus CalOptima Health nundopmupyer wieHoB nporpammel, Bpauen
U alTeKy O caydvasx oT3bIBa JekapcTB kiaccos I u II. Takke yyacTHUKM IporpaMMBbl HOIY4aroT
IIMCbMEHHOE YBEIOMJIEHHE, €CIIM MpenapaT U3bIMaeTcs ¢ PbIHKA [0 IPUYMHAM, CBSA3aHHBIM C
0€30IaCHOCTHIO.

0630p nnpopmarmu 00 oT3bIBax U M3bATUAX poBoauTcsa CalOptima Health kaxxapie Tpu Mecsna Ha

3aceqannu Komurera mo gapmakorepanuu (P&T Committee). [Togpobuas undopmarms 06
OTO3BaHHBIX U M3BATHIX IpenapaTax pasmMeniaercs Ha caiire CalOptima Health:
https://www.caloptima.org/Home/Members/Medi-Cal.aspx.

Ecnu y Bac ectb BOIpoCkl 00 OT3bIBE MU U3BSTUH MPENapaToB, KOTOPbIE MOTYT UMETh K BaM
OTHOILIIEHHE, OOCYAUTE 3TO CO CBOUM JICUAIIIUM BPauOM.

HNudopmanus o ciyqyasix 0T3b1Ba M U3BATUSA Npenaparos 3a 4 kpapraua 2024,
paccMOTpeHHBbIX Ha 3acenanuu P&T 02/20/2025:

Ot3biB npenaparos Kaacca I
e Ha maHHBII MOMEHT OT3BIBOB WJIM U3bSITHI HE 3aPETUCTPUPOBAHO.
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Ot3biB npenaparos Kaacca I1
e Ha nanHbIli MOMEHT OT3bIBOB UM U3BATUN HE 3apETUCTPUPOBAHO.

HN3bsATHE IpEenapaToB ¢ pbIHKA
e Ha nganHblii MOMEHT OT3bIBOB WJIM U3BATUI HE 3aPErUCTPUPOBAHO.
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