BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Tu do — Hanh phiic

S6: {9279 /QLD-DK
V/v dang ky, nhép khéu don hang Ha Noi, ngay R0 thdng 09 ndm 2016
thubc chira phdi hop domperidon va
chét wrc ché bom proton

Kinh giri:  Cac cong ty dang ky, san xut thudc luu hanh tai Viét Nam.

Qua tong hop két qua thAm dinh va xét duyét ho so ding ky thude, Cuc Quan ly
Duoc nhén thdy mot s truong hgp cong ty ndp hd so dang ky thudc chira phéi hop
thanh phin domperidon va chat rc ché bom proton (omeprazol, pantoprazol,
lanzoprazol,...) nhung di liéu vé an toan, hiéu qua cta cac thudc chira phbi hop nay
con han ché. Hién thuoc chura ph01 horp domperidon va chat trc ché bom proton chi con
luu hanh tai mét s it nude trén thé gidi.

Can cur két ludn ciia Hoi dong tu van cdp sb ding ky luu hanh thubc - BO Y té
déi véi thubc chira phdi hop domperidon va chét e ché bom proton (omeprazol,
pantoprazol, lanzoprazol,...), dé dam bao sir dung thube hop 1y, an toan, hiéu qua, Cuc
Quan ly Dugc thong bao nhu sau:

1. Tam ngimg t1ep nhin va xét duyét don hang nhép khau thubc thanh pham
chua ¢ sb dang ky, hd so ding ky méi, ding ky lai va dang ky gia han d6i véi cac
thudc chtra phéi hgp domperidon va chét rc ché bom proton ké ca cac hd so dang ky,
don hang nhép khiu thudc thanh phim chua c6 sb ding ky di nop tai Cuc Quan ly
Dugc trude ngay ky ban hanh cong van nay.

Trudng hop cong ty muén nhap khiu thudc thanh phdm chua cé so dang ky,
déng ky thudc chira phdi hop domperidon va chat trc ché bom proton, yéu ciu cong ty
ndp day di hd so 1am sang chimg minh an toan, hiéu qua cla thudc theo quy dinh dé
Cuc Quan ly Duoc thAm dinh, danh gia.

2. Péi vdi cac thudc chira phdi hop domperidon va chit uc che bom proton dang
con hiéu luc sb dang ky: Yéu ciu cong ty s& hitu s6 déng ky cung cap bd sung dir lidu
1am sang nhu yéu ciu néu tai muyc 1 de chimg minh an toan, hiéu qua cua thudc. Sau
01 nim k& tir ngdy ky cbng vin nay, néu cong ty khong bd sung dugc dit ligu chimg
minh an toan, hiéu qua cua thude, Cuc Quan ly Duogc s€ ra quyét dinh rat s§ ding ky
ctia cac thude chira phdi hop domperidon va chat trc ché bom proton.

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

“*CUC TRUO
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- Vién, BV ¢6 giudng bénh truc thuge BYT; Truwong Quoc Cuong
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- VPC (dé dua 1én Website); TC Duoc&MP;
- Luvu VT, BKT.



