BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do — Hanh phuc

sé: /45 /QLD-BK
V/v cap nhat théng tin dugc ly dbi voi Ha Néi, ngay 4,0 thdang 5 nam 2015
thuoc olmesartan medoxomil

Kinh gun:
- S&'Y té cac tinh, thanh phé truc thudc trung wong;

- Cé4c bénh vién, vién c6 giudng bénh truc thuoec BO Y té;
- Céc cong ty dang ky, san xuét thudc luu hanh tai Viét Nam.

Lién quan dén tinh an toan khi st dung thuoc olmesartan, ngay
29/10/2014, Cuc Quan ly Dugc da ban hanh coéng van s6 18443/QLD-TT dé
cung cAp cac thong tin canh bao vé nguy co méc bénh duong rudt, con duge goi
1a bénh, ly duong ti€u hoa man tinh tuong tu bénh sprue.

Tlep theo cong van s6 18443/QLD-TT néu trén, can cu két luan cta Hoi
dong tu van cip sb ding ky luu hanh thubc - Bo Y té dbi voi thude chira
olmesartan medoxomil; nhim dam bao muc tiéu st dung thudc hop 1y, an toan
va hiéu qua, Cuc Quan ly Duogc thong bao nhu sau:

I. D6i véi cac thube chira olmesartan medoxomil da dwoc cip phép
lwu hanh trén thi trueong:

1. Trong Vong 03 thang ké tir ngay ky cOng van nay, yéu ciu cong ty dang
ky, nha san xuit thuc hién viéc cap nhét, bb sung vao muc Than trong va canh
béo dic biét khi sir dung thudc va muc Tac dung khéng mong muon ctia Nhan,
T& hudng dan sir dung thude ndi dung sau:

1.1. Muc Than trong va cinh bdo ddc biét khi sir dung th ubc:

B6 sung thong tin: "Bénh 1y duong ti€u héa man tinh twong tu bénh
sprue: Tiéu chdy man tinh, nghi€ém trong kem theo giam can ¢ cac bénh nhan str
dung olmesartan medoxomil xuét hién vai thang dén vai nam sau khi bét dau
dung thube. Két qua sinh thiét rudt cta cac bénh nhan thudng phat hién cé teo
nhung mao rudt. Néu xuét hién nhing triéu ching nay trong qua trinh diéu tri
bing olmesartan medoxomil, can ra soat cac nguyén nhan gy tiéu chay khac va
ngung st dung thudc olmesartan medoxomil sau khi d3 loai trir dugc cdc nguyén
nhan khac".

1.2. Muc Tdc dung khong mong muéon:

B6 sung thong tin: "Bénh 1y dudng tiéu héa man tinh twong tu bénh
sprue".

2. Hinh thtrc cap nhat: Cong ty tu cip nhét theo huéng din tai khoan 4
Diéu 9 Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y té quy dinh

viée dang ky thude.



I1. P6i v6i thude chira olmesartan medoxomil dang cho xét duyét:

Cuc Quan ly Dugc chi xem xét cap sb dang ky luu hanh sau khi cong ty
dd ndp tai liu stra dbi/bd sung cac thong tin dugc ly lién quan dén tac dung
khong mong muén, than trong va canh bao dic biét khi sir dung thuéc nhu da
néu tai diém 1 _cbng van nay vao cac phan c6 lién quan cta hd so va duge tham
dinh dat y€u cau.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién ./.
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