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FDA: Thuéc giam dau opioid - cap nhat théng tin ké don

FDA dang yéu ciu cip nhit thong tin ké don dbi véi thudc giam dau opioid dang
giai phong ngay (IR) va gidi phong kéo dai/tac dung kéo dai (ER/LA).

Dbi voi opioid dang giai phong ngay: khong nén sir dung thudc trong thoi gian dai trir
truong hop con dau nghiém trong va cac phuong phap dleu tri thay thé khong du kha
nang dap g dleu tri, hodc truong hop dau cap tinh chi can dicu tri ngoai tra bang opioid
trong thoi gian ngdn. Diéu nay co6 thé bao gdm con dau xay ra sau phiu thuit hoic chan
thuong co xuong.

Péng thoi, FDA dang cap nhat chi dinh da dugc phé duyét cua thudc giam dau opioid
ER/LA dbi v6i con dau ning va dai dang can diéu tri kéo dai bang thudc giam dau opioid
hang ngay, khi cac phuong phap diéu tri thay thé khong dap ting dugc yéu cau diéu tri.

FDA cing bd sung canh bio mdi vé chimg ting cam giac dau do opioid (OIH) d6i voi ca
thudc giam dau opioid IR va ER/LA. Cap nhat bao gom thong tin phan biét cac tricu
chirng OIH véi dung nap va cai nghién opioid.

Thong tin trong muc Canh béo dic biét (Boxed Warning — canh bao ndi bat nhét cua
FDA) d6i voi tit ca cac loai thubc giam dau opioid IR va ER/LA s& dugc cap nhat va sap
xép lai dé nang cao tam quan trong cuia cac canh bao lién quan dén suy hé hap de doa tinh
mang va nguy co lién quan dén viéc sir dung thudc giam dau opioid két hop véi thube
benzodiazepin hodc cac loai thudc khic c6 tic dung tc ché hé than kinh trung wong
(CNS).

Mot s6 phan khac cua thong tin ké don ciing duoc yéu cau thay doi, bao gdm cac phan
Chi dinh va Cach su dyng, Liéu luong va Cach dung, Canh bao va Thén trong. FDA cling
dang yéu ciu cap nhat To Huong dan str dung dé giup bénh nhan va ngudi cham soc ¢o
thém hiéu biét vé cac nguy co nay.

Tham khao: https://www.fda.eov/safety/medical-product-safety-information/all-opioid-pain-
medicines-drug-safety-communication-fda-updates-prescribing-information-provide
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