BOQ GIAO THONG VANTAI ~ CONG HOA XA HOI CHU NGHIA VIET NAM
CUCYTE Doc lap - Tw do - Hanh phuc

sé: 320 /CYT-NVYD&TTBYT Ha N¢i, ngay A& thdng 4 ndm 2017
V/v ding ky, nhp khiu don hing
thuoc chira phéi hop domperidon véi
ranitidin

Kinh gui:

- Cac Bénh vién, th)ng kham da khoa GTVT;
- C4c Trung tdm y t€ chuyén nganh GTVT.

Ngay 07/4/2017, Cuc Quan ly dugc - BO Y té co Cong van s6 4533/QLD-
TT v& viéc dang ky, nhép khau don hang thudc chira phéi hop domperidon v6i
ranitidin. Noi dung cu thé ciia Céng van ding ky, nhap khéau don hang thubc
chira phdi hop domperidon véi ranitidin dugc dang tai trén trang thong tin dién

tf{ cia Cuc Y té QTVT — Dia chi: http://ha.mt.gov.vn - Muc: Chi dao va huéng
dan nghiép vu y te.

Cuc Y t& GTVT théng béo d& cac don vi biét va thuc hién./. -ﬂ/

Noi nhgn: | __CucC TRUONG
- Nhu trén (Qua website Cuc Y t& GTVT); TN

Vii Van Trien



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc lap - Tu do — Hanh phiic
.. 3 CUC Y TE GIAO THONG VAN TAI
Viv dang ky, nhép khau don hang -04-
thudc chira phdi hop domperidon véi 11 20m
ranitidin

Sl 60? e

inh giri:  Céc cong ty ding ky, san xuét thudc luu hanh tai Vist Nam.

Qua tong hop ket qua thAm dinh va xét duyet ho so dang ky thube, Cuc Quan ly
Dugc nhan thay mét sd truong hop codng ty nop hd so dang ky thubc chira phdi hop
gma thanh phan domperidon va ranitidin nhung dir liéu vé an toan, hiéu qua cta cac
thubc chira phdi hop nay con han ché. Hién thubc chia ph01 hop domperidon va
ranitidin khéng dugc cap phép Ivu hanh tai cac nuéc tham chiéu. Tai Viét Nam, hién
nay thudc chira phéi hop néu trén khong c6 sé ding k¥ luu hanh con hiéu hve.

Can cir két luan cua Hoi dong tu vén cap sb dang ky luu hanh thubce - B§ Y té
d6i v6i thude chira phdi hop domperidon va ranitidin, dé dam bao sir dung thube hop
1y, an toan, hiéu qua, Cuc Quan ly Duoc thong bio nhu sau:

Yéu cu céc cong ty khi ndp don hang nhip khau thudc thanh phdm chua cé sé
dang ky, ho so ding ky thubc chira phéi hop dompendon va ranitidin phai nop kém hé
so lam sang chu'ng minh an toan, hiéu qua cia thuoc Cuc Quan ly Dugc chi xét duyet
do*n hang nhap khau thudc thanh phim chua c6 s ding ky, xem xét trinh Hoi dong tu
van cép sé ding ky khi hé so 1am sang chimg minh an toan, hiéu qua ca thude duge
tham dinh dat yéu cau.

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

Noi nhdn:
- Nhu trén;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Thit trudng Truong Quéc Cuong (aé ble);
- Cuc QLKCB, Thanh tra BYT (dé phéi hop);
- Téng Cuc Hai quan — B§ TC;
- Cuc Quan Y — BQP; Cuc Y t8 — BCA; Cuc Y 4
Giao Thong vén tai — B GTVT;~
- BHXH Viét Nam;
- Téng cong ty Dugc Viét Nam;
- Céc chuyén gia thim dinh hd so dang ky thudc;
- Phong QLKDD, Phong QLTTQC (dé thuc hién);
- VPC (dé dua lén Website); TC Dugc&MP;
- Luu VT, BKT.




