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S6: 3020 ICYT-NVYD&TTBYT
VIv dang ky, nhap kh~u don hang

thuoc chua ph6i hop domperidon voi
ranitidin

CONG HoA xA HOI CHU NGHiA VI~T NAM
I>Qcl~p - Tl}' do - Hanh phuc

HaN9i, ngay A'(7hang 4 ndm 2017

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 07/4/2017, C\lC Quan ly duoc - BQY tS co Cong van s6 4533/QLD­
TT vS viec dang ky, nhap kh~u don hang thuoc chua phoi hQ'Pdomperidon voi
ranitidin. NQi dung cu thS cua Cong van dang ky, nhap khau don hang thuoc
chua phoi hQ'Pdomperidon voi ranitidin diroc dang tai tren trang thong tin dien
nr cua C\lC Y tS GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi dao va huang
dful nghiep vu y tS.

C\lC Y tS GTVT th6~g bao dS cac don vi biet va thuc hien.',*
Noi nhiin:
- Nhu t;en (Qua website C\lC Y t~GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Tri~n



BQYTE
Cl}C QUAN LV DU(jC

S6: ~ DJ /QLD-DK
VIv dang ky, nh~p khau dan hang

thuoc chua ph6i hQ'Pdomperidon voi
ranitidin

CONG HOA xX HOI CHU NGHIA V~T NAM
DQcb~p• Tu do - Hanh phuc

cue Y TE GIAO THONG VAN TAlua Nf)i, nga» Dr thdng Lr n~~llvAN nEN
1 1 -04- 2011

S6': 6,07. .
Cac cong ty dang ky, san xu~t thuoc luu hanh tar Vl~t Nam.inh giri:

Qua t6ng hop kSt qua tham dinh va xet duyet h6 sa dang ky thuoc, C\lCQuan ly
Diroc nhan th~y mot s6 tnrong hop cong ty n9P h6 sa dang ky thuoc chua phoi hop
giita thanh phan domperidon va ranitidin nhung dfr lieu vS an toan, hieu qua cua cac
thuoc chua ph6i hop nay con han chS. Hien thuoc chua phoi hop domperidon va
ranitidin khong diroc c~p phep luu hanh tai cac mroc tham chieu, Tai Viet Nam, hien
nay thuoc chua ph6i hop neu tren khong co s6 dang ky luu hanh con hieu hrc,

Can cu kSt lu~ cua H9i d6ng tu v~ c~p s6 dang kY luu hanh thu6c - BQY tS
d6i vai thu6c chua ph6i hgp domperidon va ranitidin, dS dam bao su d\lng thu6c hgp
1y,an toan, hi~u qua, C\lCQuan ly Dugc thong bao nhu sau:

Yeu cAucac cong ty khi nQp dan hang nh~p khftu thu6c thanh phftm chua co s6
dang Icy, h6 sa dang Icy thu6c chua ph6i hgp domperidon va ranitidin phai nQp kern h6
sa lam sang chUng minh an toan, hi~u qua cua thu6c. C\lCQuan ly Dugc chi xet duy~t
don hang nh~p khftu thu6c thanh phftm chua co s6 dang Icy, xem xet trinh HQi d6ng tu
v~ c~p s6 dang kY khi h6 sa lam sang chUng minh an toan, hi~u qua cua thu6c dugc
th§.mdinh d~t yeu c~u.

C\lCQuan ly Dugc thong bao dS cac dan vi biSt va th\lc hi~n./.

1Voinh~n:
- Nhu tren;
- BT. Nguy~n Thj Kim TiSn (d€ h/c);
- Thu wOng Truong Qu6c CUOng (d€ h/c);
- Cvc QLKCB, Thanh tra BYT (d€ ph6i hqp);
- T6ng Cvc Hili quan - BQTC;
- C\!e' Qua..'1 Y - BQP; eve Y ~ - BCA; C1.lCY t~
Giao ThOng v~ titi - BQGTVT;"""""'­
- BHXH Vi~t Nam;
- T6ng cong ty DuQ'cVi~t Nam;
- Cac chuyen gia thfun djnh h6 sa dang Icy thu6c;
- Phong QLKDD, PhOng QLTTQC (d€ th\lC hi~n);
- VPC (d€ dua len Website); TC DuQ'c&MP;
- Luu VT, DKT.
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