UBND TINH KHANH HOA
SO Y TE
S6: 1094 /SYT-NVD
V/v cép nhét thong tin dugc ly doi véi
thuoc Olmesartan medoxomil

Kinh guri:

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh Phiic

Khdnh Hoa, ngay &L théang B nam 2015

- Cécdonvi Y tétrong tinh;

- Bénh vién 22/12; Bénh vién Tam tri; BV Mit-Sai
Gon-Nha Trang; Cac phong kham da khoa;

- Céc co s¢ kinh doanh duoc.

Ngay 12/5/2015 Cuc Quan ly Dugc ban hanh vin ban sé 8185/QLD-PK vé

viéc cép nhét thong tin dugc ly d6i voi thude Olmesartan medoxomil, S& Y té yéu

cau cac co quan, don vi tai van ban tai dia chi: www.syt.khanhhoa.gov.vn (Muc

Van ban S& Y te) dé pho bién cho cac can bd y té€ trong cic co quan, don vi duoc

biét.

pé nghi céc don vi nghiém tuc thyuc hién./.

Noi nhan:
-Nhur trén;

- Phong Y té huyén, thi x4, thanh phd;

-H6i HNYTTN;
-Lanh dao S¢;
-NVY, Thanh tra Sé&;

-Béo Khanh Hoa (nha bao Hai Yén);

-Luu: VT, NVD.
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— Bui Xuan Minh



BQYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do — Hanh phuc

Sé: 9445 /QLD-DK

V/v cép nhat thong tin dugc ly ddi véi Ha Néi, ngay )9 thdng 5 ndam 2015
thudc olmesartan medoxomil

Kinh gui:
ST TN RHAN IO 3 - S&'Y té cc tinh, thanh phd truc thudc trung uong; .
5. b4 80 ¢ - Céc bénh vién, vién c6 giuong bénh tryc thuéc Bo Y t&;
} D \ Naay- 18312 - Céc cong ty dang ky, san xuét thudc Ivu hanh tai Viét Nam.
\ Cruyén. Lxen quan d&n tinh an toan khi st dung thuoc olmesartan, ngay

29/10/2014, Cuc Quan ly Dugc da ban hanh cong van sb 18443/QLD-TT dé
cung cap cac thong tin canh bao vé nguy co méc bénh dudng rudt, con duge goi
12 bénh ly duong tiéu hda man tinh twong tw bénh sprue.

Tlep theo cong van sb 18443/QLD-TT néu trén, cén cu két luan cua Hoi
ddng tu van cp sb ding ky luu hanh thuéc - Bo Y t& dbi voi thube chira
olmesartan medoxomil; nhdm dam bao muyc tiéu st dung thubc hop 1y, an toan
va hiéu qua, Cuc Quan ly Dugc thong bao nhu sau:

I. Pi véi cac thude chira olmesartan medoxomil di dwoc cAp phép
Iwru hanh trén thi treong:

1. Trong vong 03 thang ké tir ngay ky cong van nay, yéu cau cong ty ding
ky, nha san xuét thuc hién viéc cap nhat, bd sung vao muc Than trong va canh
bao dic biét khi sir dung thubc va muc Tac dung khéng mong mudn ctia Nhén,
T& huéng dan st dung thudc ndi dung sau:

1.1. Muc Thén trong va canh bdo ddc bi¢t khi sir dung thuéc:

B6 sung thong tin: "Bénh ly duong ti€u héa man tinh twong tu bénh
sprue: Tiéu chay man tinh, nghiém trong kem theo giam can o cac bénh nhan su
dung olmesartan medoxomil xuit hién vai thang dén vai nim sau khi bét dau
dung thubc. Két qua sinh thiét rudt clia cac bénh nhéin thuong phat hién co teo
nhung mao rudt. Néu xuét hién nhimng triéu ching nay trong qua trinh didu tri
béng olmesartan medoxomil, cAn ra soat cac nguyén nhan giy tiéu chay khéc va
ngimg st dung thudc olmesartan medoxomil sau khi d4 loai trir dugc cac nguyén
nhan khac".

1.2. Muc Tdc dung khong mong mudn:
B4 sung thong tin: "Bénh ly dudng ti€u héa man tinh tuong tu bénh
sprue”.

2. Hinh thtc cép nhat: Cong ty tu cap nhat theo hudng dan tai khoan 4
Diéu 9 Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B Y té quy dinh

viée dang ky thudc.




IL. Poi véi thude chira olmesartan medoxomil dang chd xét duyét:

Cuc Quan ly Dugc chi xem xét cip sb dang ky luu hanh sau khi cong ty
da ndp tai ligu sira d6i/bd sung céc thong tin dugc ly lién quan dén tic dung
khéng mong mudn, thin trong va canh bao dic biét khi st dung thudc nhu da
néu tai diém 1 coéng van nay vio cac phén c6 lién quan cta hd so va duge thdm
dinh dat yéu cau.

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

Noi nhdn: KT. CUC TRUONG

- Nhur trén; ~ A
- BT. Nguyén Thi Kim Tién (dé b/c); JE\TRUONG
- TTr. Lé Quang Cudng (dé b/c);

- CTr. Truong QuOc Cudng (dé b/c)

-CucQuénY Bo QP; Cuc Y€ —Bo CA; Cuc Y€ G B

AY

GTVT;
- Bao hiém XHVN; TSRV 4

-TT DI & ADR Quéc gia; TT DI & ADR KV (BV Cho Rdy); ==

- Thanh vién HDTV; Chuyén gia PC, DL thim dinh hé so; Nguy e)l/éft Hung

- Cuc QLD: Phong QLKDD; Phong QLTTQC thudéc; TC Dugc
& MP; Vian phong Cuc (dé dang tai Website);
- Luu VT, DKT (2b).
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