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Ketoconazol dang udng
Hd Noi, 

"sdt 2l tnansLl ndm20t2

Kinh gui:
- S& Y td c6c tinh, thnnh phd tryc thuQc trung udng;
- CAc b€nh vi€n, viOn c6 giuong bQnh tryc thuOc B0 Y tc;
- Cic cong ty dang kf, san xudt thudc luu hinh tai Vi0t Nam.

Tidp theo cong van sd 8853/QLD-TT ngiry 30106P011 cria Cgc Quan I! Duo.c

cinh b6o vd thudc chfing ndm Nizoral (ro4t chdt Ketoconazol) d4ng uOng vi cin crl
k6t luan c(ra HQi ddng x6t duy€t thudc BQ Y td ddi v6i thu6c c6 chrla hoat cha't

Ketoconazol, dd dem b6o sri dung thudc ho-p lf, an todn, hi0u quA, Cuc Quin lf Dugc
thOng b6o nhu sau:

1- Ngtng tidp nhan hd so dd nghi cAp s6 dang kj mdi, dang kf lai ddi vdi
thudc c6 chrla hoat chdt Ketoconazol d4ng u6ng.

Kh6ng x6t duy€t hd so dd nghi cdp sd dang kf mdi, dang kf lai ddi vdi thudc
c6 chrla ho4t chat Ketoconazol d4ng udng d5 n6p t4i C\c QuAn lf Duo. c trudc nghy
kf cOng vin ndy.

2- Dd nghi Sd Y td c6c tinh, thnnh phd trqc thuQc trung uong chi dao c5c don
vi didu tri d6ng tr0n dia bdn; Y td ngdnh chi dqo c6c don vi didu tri truc thudc theo

. d6i t6c dung kh6ng mong mudn cria thudc c6 chfa ho4t chdt Ketoconazol dang udng.
3- Dd nghi c6c bQnh vi0n, vi6n c6 giucrng bQnh truc thu0c Bd Y td vd c6c don

vi didu tri tang cuirng theo ddi t6c dung kh6ng mong mudn cita thudc chrla hoat chdt
Ketoconazol dang udng theo yOu cdu t4i cOng v6n s6 8853/QLD-TT ngiy
3010612011ctra Cuc Quin lf Duoc vi gui b6o c6o (ndu c6) vd Trung tAm Qudc gia
Th6ng tin thudc vd theo d6i phan fng c6 hai cria thudc (1-l-15 phd LA ThdnhTbng -
Hd Noi) ho4c Trung t1m khu wc vd Th6ng tin thudc vi theo ddi ph6n rmg c6 h4i cira
thu6c TP. HCM (B€nh vi€n Cho Rdy - 20lB N guydn Chi Thanh, phudng 12, QuQn 5,
TP. Hd Chi Minh).

Cqc Quan lf Duo. c sE tidp nrc cAp nh8t th6ng tin vd th6ng b6o dd c6c don vi

e0vrE
cLrc QUAN LV DuoC

bidt vi thuc hiQn./.

Noi nhQn:
- Nhu trcni
- BT. Nguy6n Kim Ti6n (dd b/c);
- TT. Cao Minh Quang (dd b/c);
- Cuc QLKCB, Thanh ra BYT (dd ph6i hqp);
- Tdng O;c tlii quan - ItO TC;
- C\c QuAn Y - BQ Qu6c Phdng; Cllc Y td - B4 Cong

an; CUc Y t6 Giao ThOng v{n tii;
- Bio hidm )GIVN;
- Tdng c0ng ty Duo. c Viet Nam;
- Tf DI & ADR Qudc gia; TT DI & ADR khu w.9 (BV
Chg RAy);
- Thlmh vien ID )(DT;
- Cic chuyen gia thdrn dioh hd so deng W thu6c;
- Phbng QLKDD, Phbng QLTTQC, Van phbng (dd dua
len Website); Tap chi Dugc vtr MP;
- Luu VT, DKT.

CONG HoA xA HOI CHO NGHIA VIET NAM
DQc llp - Tg do - Hanh Phtic

KT. CUC TRUdNG


