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PIEM TIN THONG TIN THUOC — CANH GIAC DUQC

Tiang nguy co tir vong trén ngudi bénh dwéi 65 tudi lién quan dén viéc sic dung
dexmedetomidin: Canh bao tir ANSM (Phép)

Nguon: https://ansm.sante.fr/informations-de-securite/dexmedetomidine-risque-accru-de-
mortalite-chez-les-patients-jusqua-65-ans-en-unites-de-soins-intensifs-usi

piém tin: Nguyén Ha Nhi, Tang Quéc An, Nguyén Th; Tuyén

Canh béo ciia ANSM dugc dua ra dya trén két qua cua thir nghiém 1am sang SPICE III:

— SPICE III 1a thir nghiém 1am sang ngau nhién c6 dbi chimg, so sanh ty 1é tir vong do
moi nguyén nhan gitra nhom st dung dexmedetomidin va nhém chiam soc tiéu chuan
trén quan thé 3.904 bénh nhan ngudi 16n trong tinh trang nguy kich va can nhap khoa
Hdi stre tich cuc.

—  Dexmedetomidin c6 lién quan dén ting nguy co tr vong & ngudi bénh dudi 65 tudi so
v6i cac thude an than khac (OR 1,26; 95 % CI 1,02 — 1,56).

—  Su khéc biét vé ty 1€ tir vong gilta cadc nhém tudi rd rét hon & nhom bénh nhan nhap
khoa ngoai myc dich chim soc hau phau, dong thoi su khac biét ting 1én khi diém
APACHE II ctia bénh nhan tang va it tudi hon. Nguyén nhan sy khéac biét nay chua duoc
xac dinh ro.

— Can can nhic loi ich trén 1dm sang va nguy co tir vong lién quan dén viéc st dung
dexmedetomidin so véi cac thudc an than khac & nguoi tré tudi.

— To thong tin san pham ciia cac ché phdm chira dexmedetomidin da cap nhat canh bao
vé cac yéu to nguy co lam ting ty 1& tr vong.

Théng tin bé sung

Ché pham chtta dexmedetomidin duoc chi dinh an than trong trudng hop:

— Bénh nhan nguoi 16n nhap khoa Hbi stic tich cyc (HSTC) can an than & mirc van c6 thé
dap g kich thich bang 10i néi (diém 0 dén -3 trén thang do kich dong — an than
Richmond — RASS).

— Bénh nhan nguoi 16n khong dit ndi khi quan trudce va/hoic trong thi thuat can an than.
Thur nghiém lam sang SPICE III Iya chon 4.000 bénh nhan khoa HSTC c6 thé may.

Bénh nhan dugc phan nhém ngau nhién, sir dung thudc an than dexmedetomidin hodc cac thude
an than tiéu chuan (propofol, midazolam) véi myc tiéu an than nhe (diém RASS -2 dén +1), tuy
nhién ngudng an than sau hon (diém RASS -4 va -5) ciing duoc chp nhan. Dexmedetomidin
dugc tiép tuc st dung trén 1am sang trong vong ti da 28 ngay (néu can) sau khi phan nhom
ngau nhién.

Tong s6 3.904 bénh nhan duge dwa vao phén tich theo du dinh diéu tri. Thir nghiém
khong tim thay khac biét vé ty 18 tir vong tai thoi diém 90 ngiy giita nhom st dung
dexmedetomidin va nhom chiam soc tiéu chudn (propofol, midazolam). Trung vi tudi ctia bénh
nhan trong phén tich 13 63,7 tudi. Két qua duoc trinh bay tai Bang 1.

Bang 1: Ty Ié tir vong tai thoi diém 90 ngay

Dexmedetomidin Chim séc tiéu chuan
n/téng (%) n/téng (%)
Téng s6 566/1948 (29,1) 569/1956 (29,1)
Phan nhém theo tudi
< 63,7 tuoi 219/976 (22,4) 176/975 (18,1)
> 63,7 tudi 347/972 (35,7) 393/981 (40,1)

Phén tich k§ hon dé phat hién su khac biét vé nguy co tir vong tai thoi djém 90 ngay &
nhom bénh nhan Wdué’i 65 tudi (OR 1,26; 95 % CI 1,02 — 1,56). Su khac biét vé ty 1€ tor vong
gitra cdc nhom tudi rd rét hon & nhém bénh nhan nhap khoa ngoai myc dich cham so6c hau phau,
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dong thoi su khac biét ting 1én khi diém APACHE II ting va tudi giam. Nguyén nhan sy khac

biét nay chua dugc xac dinh 0.
To thong tin san pham cua cac ché pham chira dexmedetomidin da dugc cdp nhat dé

canh béo nguy co tir vong cao hon & bénh nhan diéu tri tai khoa HSTC duéi 65 tudi.



