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PIEM TIN THONG TIN THUOC — CANH GIAC DUQC

Loai bé chdng chi dinh sir dung cac thudc nhém statin trong thoi ky mang thai: Yéu
ciu tir FDA (Hoa KY)

Nguén: https://www.fda.gov/safety/medical-product-safety-information/statins-drug-
safety-communication-fda-requests-removal-strongest-warning-against-using-cholesterol
Diém tin: Nguyén Thi Tuyén

Thong tin danh cho bénh nhdin

Bénh nhan dang st dung statin nén théng bao cho bac si diéu tri néu c6 thai hodc nghi
ngd mang thai. Bac si c6 thé tu vin cho bénh nhan c6 nén ngimg st dung thude khi mang
thai va tam thoi ngirng statin khi cho con b hay khong. Nhitng bénh nhan c6 nguy co cao bi
nhdi mau co tim hodc dot quy can sir dung statin sau khi sinh khong nén cho con bu sita me
va nén st dung cac chit thay thé nhu sita cong thire hodc thirc in dinh dudng khéac cho tré so
sinh.

Théng tin danh cho nhén vién y té

Nhén vién y té nén ngimg diéu tri bang statin & hau hét bénh nhan mang thai, hodc c6 thé
xem x¢ét nhu cau dleu tri lién tyc cda tung bénh nhan, dic bi¢t 1a nhitng nguoi c6 nguy co
blen ¢b tim mach rat cao trong thai ky. Do tinh chat man tinh ctia bénh tim mach, viéc diéu
tri roi loan lipid mau néi chung khong can thiét trong thoi ky mang thai. Trao doi véi bénh
nhan xem ho c¢6 thé ngimg tam thoi statin khi dang cho con ba hay khong. Tu véan cho nhimng
ngudi can sir dung statin dy phong nguy co tim mach rang khong nén cho con bu vi thube co
thé bai tiét vao sira me.

FDA hy vong ndi dung stra d6i trong thong tin ké don s& gitup nhan vién y té nam dugc
statin an toan cho nhitng bénh nhan c6 thé mang thai va gitip tu vin cho nhiing bénh nhan
phoi nhiém statin ngoai y mudn trong giai doan dau thai ky hodc trudc thai ky hiéu dugc
statin khong c6 kha ndng gay hai cho thai nhi.

FDA dang yéu ciu sira doi thong tin st dung cho phu nit c6 thai cua cac thude
nhom statin. Céc thay d6i nay bao gom loai bo chong chi dinh cac loai thude nay & tat ca
bénh nhéan c6 thai. Tuy nhién, hau hét bénh nhan nén ngimg statin khi biét minh c6 thai.
Chéng chi dinh 1 canh bdo manh nhit cia FDA va chi dugc dua ra khi nguy co gy hai
rd rang lon hon cac loi ich cua thudc. Do statin c6 thé ngin ngira cac bién cb nghiém
trong hoac bién ¢ c6 kha ndng gly to vong ¢ mot nhom nho bénh nhan mang thai cé
nguy co rat cao, nén viéc chong chi dinh cac thubc nay o tat ca phu nit mang thai la khong
pht hop. FDA dua ra két luan nay sau khi ra soat cac dit liéu hién c6 va dang yéu cau nha
san xuat stra d6i To thong tin san pham ciia cac ché pham chira statin. FDA hy vong viéc
loai bo chéng chi dinh s& cho phép cac nhan vién y té va bénh nhan ca thé hoa quyét dinh
vé loi ich va nguy co cua thudc, dic biét 1a d6i vOi nhirng nguoi c6 nguy co nh6i mau co
tim hodc d6t quy rat cao. Nhirng ngudi nay bao gdm ngudi ting cholesterol mau di truyen
kiéu dong hop tir (homozygous familial hypercholesterolemia) va ngudi c6 tién sir nhoi
mau co tim hoac dot quy.

Ngoai ra, FDA ciing khuyén céo ngudi bénh khong nén cho con bu khi dang sir
dung statin vi cac thube nay cé thé di vao sita me va gy hai cho tré bu me. Nhiéu bénh
nhan c6 thé tam thoi ngimg statin dén khi cai sita cho con. Tuy nhién, cic bénh nhén can
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tiép tuc diéu tri statin khong nén cho tré ba me va thay thé sita me bang sita cong thirc
hodc thurc an dinh dudng khac.
Théng tin vé thuéc

Statin 13 mot loai thudc ké don dd duoc st dung trong nhiéu thap ky dé 1am giam
cholesterol lipoprotein phan tir lugng thip (LDL-C hodc “x4u”) trong mau. Cac loai thude
trong nhom statin bao gém atorvastatin, fluvastatin, lovastatin, pitavastatin, pravastatin,
rosuvastatin va simvastatin.



