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Khanh Hoa, ngay cJl.. thang 5 nam 2015

Kinh giri:
- Cac don vi Y t@trong tinh;
- Benh vien 22112; Benh vien Tam tri; BV M~t-Sai

Gon-Nha Trang; Cac phong kham da khoa;
- Cac ca sa kinh doanh diroc.

Ngay 12/5/2015 Cuc Quan ly Diroc ban hanh van ban s6 8185/QLD-DK v8

viec c?p nhat thong tin duce ly d6i voi thuoc Olmesartan medoxomil, S6 Y t@yeu

c~u cac ca quan, don vi tai van ban tai dia chi: www.syt.khanhhoa.gov.vn (Muc

Van ban Say tS) dS ph6 bien cho cac can b() y t@trong cac ca quan, don vi duce

bi@t.

DS nghi cac don vi nghiem tuc tlnrc hi~n./.;
~

No'i nhiin:
-Nhu tren;
- Phong Y t~ huyen, thi xa, thanh pho;
-H<)iHNYTTN;
-Lanh dao So;
-NVY' Thanh tra So;
-Bao Khanh Hoa (nha bao Hai Y~n);
-Luu: VT, NVD.
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S6: ~Ag5 /QLD-DK
V/v c~p nhat thong tin duce ly d6i voi

thuoc olmesartan medoxomil

C(>NG HOA xA H(H CHU NGHiA VI~T NAM
D9c l~p - Tv do - H~nh phuc

Ha N(Ji, ngay Atil thang 5 ndm 2015

~-------K_inh__, giri:
! ..;ii' T( ''"' .,;11\~~I'll\ - Say ts cac tinh, thrumph6 tnrc thuoc trung irong;
·1· . ,. ' so )ti.30 ... :/ - Cac benh vien, vien co giirong benh tnrc thuoc B9 Y tS;

D r-i N Av. r- Jr Ca " d'-' 1.r,,', ., :... h :.. 1 h' nh . Vie N.t l ' ~iga; .J.o.,.) ..-.J.,) - ac cong ty ang a1, san xuat t uoc uu a tar 1~t am.

lCr·uye·n ..... "· .. Lie~Jquan dSn tinh an toan khi sir dung thuoc olmesartan, ngay
2911012014,Cuc Quan ly Duce da ban hanh cong van s6 18443/QLD-TT dS
cung c~p cac thong tin canh bao vS nguy ca mac benh dtrong ruot, con duce goi
la benh ly duong tieu hoa man tinh nrong tu benh sprue.

TiSp theo cong van s6 18443/QLD-TT neu tren, can cu kSt luan cua Hoi
dbng tu v~n c~p s6 dang kY luu hanh thuoc - BQ y tS d6i voi thuoc chira
olmesartan medoxomil; nham dam bao muc tieu sir dung thuoc hop ly, an toan
va hieu qua, Cuc Quan ly Duce thong bao nhu sau:

I. DBi v6i cac thudc chira olmesartan medoxomil da drrgc c§p phep
hru hanh tren th! triroug:

1. Trong vong 03 thang kS tu ngay ky cong van nay, yeu c~u cong ty dang
ky, nha san xu~t thuc hien viec c?p nhat, bl>sung vao muc Than trong va canh
bao d~c biet khi SU dung thu6c va muc Tac dung khong mong muon cua Nhan,
Ta huong d~n sir dung thuoc n9i dung sau:

1.1.Muc Th{i.n trong va canh bdo tlij.cbiit khi sir dung thuBc:

Bf>sung thong tin: "Benh ly duong tieu h6a man tinh ttrong tu benh
sprue: Tieu chay man tinh, nghiem trong kem theo giam can a cac benh nhan SU
dung olmesartan medoxomil xu~t hien vai thang dsn vai nam sau khi b~t d~u
dung thu6c. KSt qua sinh thiet ruot cua cac benh nhan thirong phat hien co teo
nhung mao ruot, NSu xuat hien nhirng trieu chirng nay trong qua trinh diSu tri
bang olmesartan medoxomil, c~n ra soat cac nguyen nhan gay tieu chay khac va
ngirng sir dung thuoc olmesartan medoxomil sau khi da Ioai tnr duce cac nguyen
nhan khac",

1.2.Muc Tac 'dung khiing mong muon:
Bf>sung thong tin: "Benh ly dirong tieu hoa man tinh tirong tu benh

sprue".
2. Hinh thirc c?p nhat: Cong ty tu cap nhat theo htrong d~n tai khoan 4

DiSu 9 Thong tu s6 44/2014/TT-BYT ngay 25/1112014 cua B9 Y tS quy djnh
vice dang ky thuoc,



II. DBi voi thuBc clnra olmesartan medoxomil dang cho xet duyet:
Cuc Quan ly Diroc chi xem xet c~p s6 dang ky hru hanh sau khi cong ty

da nop tai lieu sira d6i!b6 sung cac thong tin <luge ly lien quan dSn tac dung
khong mong muon, th~n trong va canh bao d~c biet khi SU dung thuoc nhir da
neu tai diSm 1 cong van nay vao cac phan co lien quan cua h6 so va duce tham
dinh dat yeu cfiu.

Cuc Quan ly Diroc thong bao dS cac don vi biSt va thirc hien ./.

KT. Cl}C TRUONG
TRUONG
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