BO Y TE | CONG HOA XA HOI CHU NGHIA VIET NAM
CUCQ QUAN LY DUQC Doc 1ap - Ty do - Hanh phiic

S6 3609 /QLD-PK Ha Noi, ngay g4 thdng 4 ndm 2010
V/v: Ding ky, san xut, nhap khu, luu hanh, i 8
sit dung, thudc ¢6 thanh phin Dextropropoxyphen.

Kinh giti: - Cdc cong ty ding k, sn xust thuéc luu hanh tai Viet Nam
. - Céc cong ty kinh doanh, xudt nhap khdu thudc

, Can cit vao téng hop, bdo cdo vé cic tic dung phu, cdc phan u‘ng c6 hai,
cdc nguy co khi st dung thuéc cé thanh phﬁn Dextropropoxyphen tr cAc co quan
quan 1§, chuyén mon trong nudc va nudc ngoai,

Can cit két luan cia Hoi déng xét duyet thuéc Bo Y t€ ddi véi thude ¢
thanh phin Dextmpropoxyphen

Tiép theo cic cOng van s6 12029/QLD KD ngay 28/10/2009 va cong van
s6 14851/QLD-TT ngay 16/12/2009 clia Cuc Quan ly Dugc vé viéc xit 1§ nguyén
liéu va thanh phdm thuéc c6 chia Dextropropoxyphen dé dam béo an toan cho
ngudi sir dung thude, Cuc Quan 1y Duoc théng bdo nhu sau:

1- Ngimg cﬁp gidy phép nhap khdu d6i véi nguyén licu
Dextropropoxyphen va thu6c thanh phdm chita Dextropropoxyphen

Dai véi s6 nguyén liéu Dextropropoxyphen hién dang con ton kho trong’
nuGc: Cic don vi chi dwoc st dung d€ san xuft cdc thuSc chita
Dextropropoxyphen dang con hiéu lyc s& ding ky. '

2- Nglmg ti€p nhan hé so ding ky va khong cdp s6 diang ky 14n ddu va
ding k¥ lai doi véi cac thude cé chita Dextropropoxyphen.

3- Céc thu6c thanh phdm chita Dextropropoxyphen dugc san xut (d6i véi
thude trong nudc) hodc da duge nhap khdu (d6i véi thude nudc ngoai) trong thoi
gian con hiéu lyc cua s6 dang ky dugc phép luu hanh dén hét han dung clia
thudc. :
4- Céc don vi c6 thudc luu hanh chifa Dextropropoxyphen phai bd sung
trén nhan thudc (bao bi, t& huéng din sit dung) cdc canh bdo vé nguy co qua
liéu, lam dung thudc, phan tng khong mong muén khi sit dung thudc, cic thong
tin va canh bdo vé thudc ké don.

5- Thong bdo nay dp dung ké tir ngay ky ban hanh.

Cuc Quan Iy Dugc thong bdo dé céc don vi biét va thuc hién./.

Noi nhdn:

- Nhu trén;

- TS. Nguyén Quéc Triéu — BT (dé b/c);

- TS. Cao Minh Quang — TT (d€ b/c);

- Cuc QLKCB, Thanh tra BYT (dé phdi hop); =
- Téng cong ty Dugc Viét Nam; YO\
- S& y t€ cdc tinh, thanh phé truc thuéc TW; Cuc Quan Y — N .

B6 Qudc Phong Cuc Y t€ — Bo Cong an; Cuc Y t€ Cnao
Thong vén tai;

-- Céc bénh vién, Vién c6 giudng bénh truc thudc Bo Y t&; 5
- C4c chuyeén gia thdm dinh hé so dang ky- thudc;

- Phong QLKDD, Phong QLTTQC (d€ phéi hop);

- Vin phong (d€ dua lén Website); - Luu VT, PKT.



