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PIEM TIN AN TOAN THUOC

Medsafe: Luu ¥ lai vé chi dinh va liéu dung
rosuvastatin

Méi day, Co quan quan Iy Duge pham New Zealand ghi nhan
duoc mot truong hop bénh nhan ngudi chau A xuat hién ton
thuong than cép, dau co, tang creatin phosphokinase (> 10.000
U/L) va ting kali mau khi chuyén tir mot stain khac sang
rosuvastatin 40mg/ngay. Theo d6, Medsafe dua tin ndy nham
nhdn manh lai tdm quan trong cua viéc chi dinh liéu
rosuvastatin phll hop véi cac yéu td nguy co trén timg ca thé
bénh nhan.

Chi dinh va hiéu lwc cia rosuvastatin

Rosuvastatin 1a mot thude thuéc nhém statin, dugc chi dinh
trong diéu tri ting cholesterol mau va du phong cac bién co
tim mach nghiém trong. Rosuvastatin hién la statin cé cuong
d6 tac dung manh nhat trong s6 cac statin dang luu hanh, noi
cach khac thube nay co thé dat dugc hiéu qua diéu tri & muc
liéu thap hon so voi pravastatin, simvastatin va atorvastatin.
Do ¢6 cudng do tac dung manh, liéu khai dau khuyén céo cua
rosuvastatin trong diéu tri ting cholesterol mau thuong la
5mg/ngay hoac 10mg/ngay, ap dung cho ca bénh nhan chua
ting st dung statin va bénh nhan chuyén tir mot thudc khac
sang str dung rosuvastatin. TOy theo dap tGng diéu tri, cO thé
hiéu chinh liéu sau 4 tuan véi liéu t6i da théng thuong la 20
mg/ngay. Doi vai du phong c4c bién co tim mach, liéu khuyén
cao la 20 mg/ngay.




Tuong tu cac statin khac, rosuvastatin c6 thé giy
cac bién c6 bat 1oi trén co xuong, bao g@)m bénh
lién quan dén co va tiéu co van. Pic biét, nguy co
tiéu co van tang dang ké khi sir dung rosuvastatin &
muc liéu cao nhat. Do d6, nhan vién y té can
khuyén c4o bénh nhan luu y va thong bao ngay cho
nhén vién y té khi xuat hién cac triéu ching nhu
dau, nhay cam hoac yéu co khong rd nguyén nhan,
dac biét khi kém theo mét moi hodc sbt.

V&i moi chi dinh, can than trong khi s dung
rosuvastatin ¢ nhitng bénh nhan c6 nguy co xuat
hién doc tinh statin trén co xuong cao, bao gom
nguol géc chau A, bénh nhan suy than hoac suy gan
ning, nguoi cao tudi, bénh nhan dang sir dung dong
thoi cac thuoc lam ting nong do rosuvastatin va
bénh nhan mang mot s6 da hinh gen nhat dinh
(Bang 1).

Khéi tri rosuvastatin liu thap

Mot sO bénh nhan c6 nguy co ddc tinh trén co
xuong cao hon do ting phoi nhiém toan than véi
rosuvastatin. Khuyén céo vé liéu rosuvastatin khoi
dau trong cac to thong tin san pham duoc trinh bay
tai Bang 1.



Bang 1. Cac yéu to nguy co gay doc tinh trén co xwong va khuyén céo diéu chinh liéu
rosuvastatin

Yéu t nguy co

Khuyen céo diéu chinh lieu rosuvastatin

Ngui goc chau A

Khai ddu Smgingdy. Than trong khi st
dung liéu dén 20 mg/ngay. Khdng str dung
liéu 40 mg.

suy than nang (do thanh thai creafinin <
30mL/phat)

Khai ddu 5mgingay, khdng ding qua 10
mg/ngay.

Suy gan nang

Khai ddu Smgingdy. Than trong khi st
dung liéu > 10 mgingay.

Tudi cao (> 70 tudi)

Khai ddu Smg/ngay

Sir dung dong thei cac thude trc ché
protein van chuyén rosuvastatin, nhu
OATP1B1 va BCRP (vi du: ciclosporin,

ticagrelor va mét 0 thudc (rc ché protease)

Khoi dau Smgingay khi sir dung dong tho
véi cdc thuéc lam tang AUC cia
rosuvastatin 2 2 1an.

Da hinh gen (kiéu gen SLCO1Bf
(OATP1B1) ¢521CC hoac ABCGZ (BCRP)

C421AA)

Chura c6 khuyén cé{:rvé iBu khdi dau trong
tor thong tin san pham. Tuy nhién, khing
dung qua 20 mg/ngay.

Lerw y: Téy thing tin sdn phém cia Crestor (rosuvastating méd dwerc cdp nhat v Il:huyrén cao bat dau khdi tri
rosuvastatin u:f lié Emgmgay d0i vi bénh nhan suy thdn hodc suy gan nang ﬂrucfc day 1a 10 mg/ngay).
I{huyen cio ve ligu khdi dau Smg/ngay cho bénh nhan cao tugi (frén 70 Ium}l 2 mat diem méi.



Khuyén cao danh cho nhan vién y té

Theo co quan quan Iy Dugc pham New
Zealand, chi str dung rosuvastatin 40mg/ngay
& nhitng bénh nhan van con tang cholesterol
Mau nang va cO nguy co tim mach cao mac
di d3 diéu tri bang licu 20mg/ngay. Pong
thoi, can theo dbi diéu tri can than khi sir
dung murc liéu 40mg/ngay cho bénh nhan.
Ngoai cac yéu to nguy co duogc liét ké tai
Bang 1, khong st dung rosuvastatin liéu
40mg/ngay & nhirng bénh nhan:

- CO tién sur doc tinh trén co khi str dung mot
thuéc @c ché HMG-CoA reductase hoic
fibrat khac.

- CO tién sir ban than hodc gia dinh mac bénh
co di truyen.

- Nghién rugu.

- Suy giap.

- Pang diéu trj bang fibrat.



CANH BAO VE CHUOI CA BIEN CO BAT LQI KHI
SU DUNG CHE PHAM NIRPID 10% (NHU DICH
LIPID 10% 250ML), SO LO 5K240425: GHI NHAN TU
TRUNG TAM DI & ADR QUOC GIA

Tur ngay 15/02 dén ngay 03/03/2026 trén dia
ban tinh Thanh Hoa, da co 6 trudng hop bién
cO bat loi xay ra sau khi st dung ché pham
Nirpid 10% (nhii dich lipid 10% 250 ml), so
dang Kky: VN-19283-15, NSX: Aculife
Healthcare Private Limited - An D¢. Trong do,
c6 03 bénh nhan truyén thudc tai CAc tram Y té
déu duoc su dung 16 thudoc 5K240425 (03
truong hop con lai dung thudce tai nha va khéng
rd s6 10). Cac bién cb bat loi dugce nhan dinh 13
phan ung phan vé tir do Il dén do Il (chong
mat, nON nao, dé da, rét run, tirc nguc, kho tho,
tut huyét ap).

Sau khi tiép nhan thdng tin vé cac truong hop
trén, Trung tdm DI & ADR Quéc gia di ting
cuong theo dbi cac truong hop bién co bat loi
lién quan dén thude Nirpid 10% va tiép tuc ghi
nhan thém 32 bdo c4o déu lién quan dén 16
5K240425 tir 3 bénh vién & cac dia phuong
khac nhau.



Nhu vy, ké tir dau nam 2026 dén hét thang
05/2026, trong tong s6 45 bao c4o bién cod bt
loi lién quan dén ché pham Nirpid 10%, da c6
35 bao cdo vé 16 thudc 5K240425 xay ra tai
nhiéu co s& kham, chita bénh trén ca nude, bao
gom: 13 truong hop phan vé; 22 truong hop
khac véi cac biéu hién chung 1a sét, rét run,
mach nhanh.

Cac bao cao trén duoc Trung tam DI & ADR
Qudc gia danh gia 1a mét chudi ca ADR lién
guan dén cing mot 16 ché pham va da dé xuat
tdi cac co quan quan Iy tién hanh lay mau kiém
nghiém chat luong 16 thudc trén dé tim hiéu
nguyén nhan va danh gia nguy co.

Khuyén c&o véi nhan vién y té va co sé kham,
chira bénh:

- Tang cuong ra soat quy trinh sir dung, bao
quan ché pham Nirpid 10% va giam sat nguoi
bénh chit ché trong qua trinh st dung thudc;
- Tiép tuc theo ddi dé ghi nhan vé cac truong
hop khac lién quan dén viéc st dung thudc
Nirpid 10%, dic biét 12 d6i voi 16 5K24042;
- Néu phat hién bat ky ADR nao nghi ngo lién
guan dén ché pham nay, can gui bdo cdo dén
Trung tdm DI & ADR Quoc gia trong thomm
gian sém nhat. » [P
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1. COMBILIPID PERI “Erm == 1440550
INJECTION

Hoat chat: Acid amin + glucose + lipid

Ham lugng: (11.3% 217ml + 11%
639ml + 20% 184ml)/ - 1040m

Biét duwgc: COMBILIPID PERI' INJECTION

M3 thude BV: G2025.1021

Nhom dw oc IV DUNG DICH BIEU CHINH NUGC, PIEN GIAI, CAN BANG
y: ACID - BASE VA CAC DUNG DICH TIEM TRUYEN KHAC

Dang bao ché: DUNG DICH TIEM TRUYEN

Chi dinh:
Dung dich truyén Combilipid dugc chi dinh dung trong nudi

dudng qua duong tinh mach cho nguoi 16n va tré trén 24 thang
tu6i khi khong thé, khong du hoac khong nén st dung Duong
tieu hoa hodc dudng uong.
Chong chi dinh
Chong chi dinh ddi voi nhitng ngudi man cam véi bat ky thanh phan
nao ctia thudc va trong cac truong hop sau:
Dj tmg véi protein trimg, dau nanh, lac hodc bat ky thanh phan nao.
Tang lipid mau ning, suy gan ning, roi loan dong Mau ning, roi
loan bam sinh chuyén hda acid amin.
Suy than nang khéng loc mau, soc cap, ting Glucose mau (can >6
don vi insulin/gi0).
Tang bat thuong dién giai trong mau.
Chong chi dinh truyén TM: phll phoi cap, suy tim mat bd, mat nudc
nhugc truong.
Hoi chung tang sinh bach cau, tinh trang cap tinh ning (nhu nhiém
toan, chan thuong, hon mé...).
Tré dudi 2 tudi.



https://trungtamthuoc.com/thuoc-tieu-hoa
https://trungtamthuoc.com/bai-viet/benh-von-willebrand-von-willebrand-disease-vwd
https://trungtamthuoc.com/hoat-chat/glucose
https://trungtamthuoc.com/bai-viet/phu-phoi-cap-huyet-dong

Thong tin thudc méi

R X Thuéc ké don

Dung dich tiém truyén

LEVOFLOXACIN
2. LEVOFLOXACIN 750/150M 750mg/150ml
Hoat chat: levofloxacin GMP-WHO

Ham lwong:750mg/150ml

Biét dwgec: levofloxacin 750/150r| Tiem truven tinh mach

HOpP 1 1o x 150m) ‘
M43 thudc BV: G2025.0449 h'
Nhom dwoe ly:

THUOC DIEU TRI KY SINH TRUNG,
CHONG NHIEM KHUAN

Dang bao ché: dung dich tiém truyén

Chi dinh

Thubc Levofloxacin 750mg/150ml dugce chi dinh trong diéu
tri c4C bénh nhiém khuan gay ra boi vi khuan nhay cam véi
khang sinh Levofloxacin, chang han nhu:

Viém xoang cap.

Viém phoi bénh vién, viém phoi mac phai cong dong.
Nhiém khuan tiét niéu c6 bién chimg, bao gom ca viém than
- bé than.

Nhiém khuan da v mé mém.

Chong chi dinh

Bénh nhan di ung véi Levofloxacin, cac quinolon khac hay
bat ky thanh phan nao c6 trong san pham.

Ngudi bi dong kinh.

Nhitng ngudi bi thiéu hut men G6PD hay bi bénh gan co do
mot fluoroquinolon.

Nguoi dudi 18 tuoi.



https://trungtamthuoc.com/bai-viet/nhiem-khuan-tiet-nieu

