
BOYTE 
Ct;C QUAN LY DUQC 

CQNG HOA XA HQI CHU NGHIA VI~T NAM 
D9c I~p - Tt! do - H~nh phuc 

S6: )16 {J /QLD-DK 
V /v dang ky vHuu h~mh thuoc chua 

Ketoconazol d~ng uong 

Kinh glri: 

Hd NQi, ngdy ~ th<ing y niim 2012 

-SoY te cac tinh, th~mh pho tr\}'c thu(>c trung uang; 
- eac b~nh vi~n, vi~n c6 giuang b~nh tr\}'c thu(>c B(> Y te; 
- eac cong ty dang ky, sim xuat thuoc luu h~mh te;ti Vi~t Nam. 

Tiep theo cong van so 8853/QLD-TI ngay 30/06/2011 cua ~c Quan ly Duqc 
canh bao ve thuoc chong nam Nizoral (hoe;tt chat Ketoconazol) de;tng uong va can cu 
ket lu~n cua H(>i dong xet duy~t thuoc B(> Y te doi v6'i thuoc c6 chua hoe;tt chat 
Ketoconazol, d~ dam bao su dvng thuoc hqp ly, an toan, hi~u qua, ~c Quan ly Duqc 
thong bao nhu sau: 

1- N glll1g tiep nh~n ho sa de nghi cap so dang ky m6'i, dang ky le;ti doi v6'i 
thuoc c6 chua hoe;tt chat Ketoconazol de;tng uong. . 

Khong xet duy~t ho sa de nghi cap SO dang ky m6'i, dang ky le;ti doi v6'i thuoc 
c6 chua hoe;tt chat Ketoconazol de;tng uong da n(>p te;ti eve Quan ly Duqc tru6'c ngay 
ky cong van nay. 

2- De nghi So Y te cac tinh, thanh pho tfl!c thu(>c trung uang chi de;to cac dan 
vi dieu tri dong tren dia ban; Y te nganh chi de;to cac dan vi dieu tri tr\}'c thu(>c theo 
d6i tac dvng khong mong muon cua thuoc c6 chua hoe;tt chat Ketoconazol de;tng uong. 

3- De nghi cac b¢nh vi¢n, vi¢n c6 giuang b¢nh tfl!c thu(>c B(> Y te va cac dan 
vi dieu tri tang cuang theo d6i tac dvng khong mong muon cua thuoc chua ho(;lt chat 
Ketoconazol de;tng uong theo yeu cau te;ti cong van so 8853/QLD-TI ngay 
30/06/2011 cua ~c Quan ly Duqc va gui bao cao (neu c6) ve Trung tam Quoc gia 
Thong tin thuoc va theo d6i phan ling c6 hl;li cua thuoc (13-15 pht/ Le Thanh Tong­
Ha Nr}i) ho~c Trung tam khu V\}'c ve Thong tin thuoc va theo d6i phan ling c6 he;ti cua 
thuoc TP. HeM (B¢nh vi¢n Chq Rdy- 201B Nguyen Chi Thanh, phu&ng 12, Qu~n 5, 
TP. H6 Chi Minh). 

eve Quan ly Duqc se tiep ll;lc c~p nh~t thong tin va thong bao d~ cac dan vi 
biet va th\}'c hi~n./. 

Noi nhdn: 
- Nhu tren; 
- BT. Nguyen Kim Tien (d~ b/c); 
- TT. Cao Minh Quang (d~ b/c); 
- C\}c QLKCB, Thanh tra BYT (d~ phoi hqp); 
- T6ng C\}c Hai quan- B<? TC; 
- C\}c Quan Y ~ B<? Quoc PhOng; C\}c Y te - B<? Cong 

an; C\}c Y te Giao Thong v~n ti'ti; 
- Bao hi~m XHVN; 
- T6ng cong ty Duqc Vi~t Nam; 
- TT DI & ADR Quoc gia; TT DI & ADR khu vvc (BV 
Chq Rfiy); 
- Thanh vien HD XDT; 
- Oic chuyen gia th~m dinh ho sa dang ky thuoc; 
- Phong QLKDD, PhOng QLTTQC, Van phong (M dua 
len Website); T;;tp chf Duqc vaMP; 
- Luu VT, DKT. 
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