
BO GIAO THONG VAN TAl
CVCYTE

s6:Q025ICYT-NVYD&TTBYT
VIv rut s6 dang ky hru hanh thuoc ra
khoi danh muc cac thuoc duoc cAps6
dang ky luu hanh tai Vi~tNam

CONGHoAxA HOI can NGHiA VI¥T NAM
DQc l~p - Tl}' do - H~nh phuc

Hd N(ji, ngay.2~ thdng 5 nam 2017

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung Himy t6 chuyen nganh GTVT.

Ngay 05/5/2017, C\lCQuan ly duoc - BQY t6 c6 Quyet dinh s6 169/QD­
QLD v€ viec rut s6 dang ky hru hanh thuoc ra khoi danh muc cac thuoc diroc
c~p s6 dang ky hru hanh tai Vi~t Nam. NQi dung cu th~ cua Quyet dinh tren
duoc dang tai tren trang thong tin dien trr cua C\lC Y t6 GTVT - Dia chi:
http://ha.mt.gov.vn - Muc: Chi dao va hu6ng dfulnghiep vu y t6.

C\lCY t6 GTVT thong bao d~ cac don vi bi6t va thuc hien.,'. -1\1
Nuj nhiin:
- Nhu t;en (Qua website C\lC Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Tri~n



BO Y TE
Cl)C QUAN LYntroc
S6: l6:J IQD-QLD

CONG HOA xx HOI CHU NGIDA VIET NAM. . .
Dqc I~p - T" do - H~nh phuc

Ha N9i, ngay [15 thang '5 niim 2017

QUYETDINH
V~vi~c rut sa dang ky IU'Uhanh thudc ra khoi danh muc cac thuAc

dU'Q'ccApsAdang ky luu hanh t~i Vi~t Na .uc Y TE GIAO THONG VAN TAl
C{)1\,;(; v ,\~ Dl1N

Cl)C TRUONG Cl)C QUAN LY DUQC
Can cir Luat Duoc ngay 06 thang 04 nam 2016;

Can cir Nghi dinh s6 63/20121ND-CP ngay 3118/2012 cua
clnrc nang, nhiem vu, quyen han va co d.u t6 chirc cua BQY t~;

Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua BQ tnrong BQ Y t~
quy dinh chirc nang, nhiem vu, quyen han va co cftu t6 chirc cua CI,ICQuan ly duoc
thuoc BQY tS;

Can cir Thong nr s6 44/2014/TT-BYT ngay 25/1112014 cua BQ Y tS quy dinh
viec dang ky thuoc;

Can cir he, sa tu nguyen dS nghi rut s6 dang ky cua cac CCIsa dang ky thuoc;

Xet dS nghi cua Phong Dang ky thuoc - C\lCQuan ly duQ'c;

QUYET DJNH:

Di@u 1. Rut s6 dang ky cua cac thu6c co ten trong Danh rn\lC cac thu6c rut s6
dang ky ban hanh kern theo QuySt dinh nay.

Ly do: Co s6 dang ky thu6c t1! nguy~n rut s6 dang ky luu hanh thu6c.

Di@u 2. Cae eong ty dang ky, nha san xuAt cac thu6c neu t~i DiSu 1 phai chiu
trach nhi~rn va thea d5i vS chftt luqng, an toan, hi~u qua cua thu6c trong qua trinh luu
hanh cho dSn khi h~t h~n dUng cua thu6c d6i v6i cac thu6c dS nghi rut s6 dang ky neu
tren dff duQ'cnh~p kh~u, san xuAt tru6c ngay Quy~t dinh nay co hi~u l\Ic.

Di@u3. QuySt dinh nay co hi~u hJc k~ tir ngay ky ban hanh.

Di@u4. Giam d6c Sa Y tS cac tinh, thanh ph6 tT\fc thuQc Trung uang, cac dan
vi kinh doanh thu6e va Giarn d6c co sa co thu6c neu tai DiSu 1 chiu trach nhiern thi
hftnh Quy~t dinh nay. .,.

Noi nhQ-n: _. J(T.Cl)C TRUONG
- Nhu di~u 4; _ " .4'<"':: 'PHO:~VC TRUONG
- B9 tnrang Nguyen Thi Kim Tien (de b/c); {' . '\
- Thu tnrang Truong Qu6c Cuang (d~ b/c); "",' .,/"
- C\lCQuan Y - B9 Qu6c phOng, C\lCY t€ - B9 Cong an; ,IJ /'
- el,!c Y t€ Giao thong v~n tai - BQGiao thOng v~n tai; / ,C ,.... , ,J:;: ..~..-__., .c , \\<" " • y
- Tong C\lCH~i quan - B9 Tai chinh, Ba,o hi~~ Xii hQi Vi~t Nam; r,." t-:' -:'}',/,:j
- VI,!Phap che, Cvc Quan 1)'Y, DuQ'c co truyen, Cvc Quan1)' Kha O(>::-. __.~;': <;>
chua b~nh, Thanh tra B9, Vi~n KN thu6c TW, Vi~n KN thu6c TP. ~ tv .. uy~n T§t D,t
HCM;

- T6ng Cong ty DuQ'cVi~t Nam, Cac ca sa SX, XNK thu6c;
- Cae Benh vi~n & Vi~n co giuaug b~nh tl1!CthuQc BQY t~;
- Website C\lC QLD, T~p chi DuQ'c& My phfun - C\lCQLD;
- Luu: VP, Cae PhOng thuQc O,lC QLD, DKT(12).



BOYTE
CVC QuAN LVmroc

CQNG HOA xA HQI CHU NGHiA VI~T NAM
DQclip - TV do - H~nh phuc

DANHMUC
cAc THU6c RUT so DANG KY LUU HANH T~I VI~T NAM

(Ban hanh kern theoQuyh dtnh s6 j 69 IQD-QLD ngaY05 thimg!) ndm 2017)

1. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (die: 271F., Caroline
Center, Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).

1.1. Nha san xuAt: Frosst Iberica S.A. (die: Via Complutense, 140, 28805
Alcala de Henares (Madrid), Spain). CoosO' dong goi: Merck Sharp & Dohme
(Australia) Pty. Ltd. (dia chi: 54-68 Ferndell St., South Granville, NSW 2142
Australia).

STT Ten thu6c Hoat chAt Danz bao ch~ sA dam! ky
1. Arcoxia 30mg Etoricoxib 30mg Vien nen bao phim VN-16833-13

1.2. Nha san xuAt: Merck Sharp & Dohme Ltd .. (die: Shotton Lane,
Cramlington, Northumberland NE23 3JU, UK). Co' sO'dong goi: Merck Sharp &
Dohme (Australia) Pty. Ltd. (dia chi: 54-68 Ferndell Street, South Granville,
NS. W2142, Australia)

STT Ten thu6c Hoat chAt Dane bao ch~ sA dan2 ky
2. Fortzaar 100/25 Losartan potassium Vien nen bao phim VN-16837-13

100mg;
Hydrochlorothiazide
25mg

2. Cong ty dang ky: Cdng ty ca phin BV Pharma. (die: Ap 2, Xii Tan Thanh Tdy­
Huyen CUChi-Thimhph6 H6 Chi Minh, n« Nam).

2.1. Nha san xuAt: Cong ty ca phin BV Pharma. (die: Ap 2, Xii Tan Thanh
Tay-Huy¢n CUChi-Thanhph6 H6 Chi Minh, n« Nam).

STT Ten thu6c Hoat chAt Dane bao ch~ sA dang ky
3. Kastrazol Anastrozol 1mg Vien nen bao phim QLDB-495-15

3. Cong ty dang ky: Cong ty ca phin dU'Q'cph§m IMEXPHARM (die: 04- duong
3014,Phuong 1, Tp.Cao Liinh, Tinh Dong Thap, n« Nam).

3.1. Nha san xuftt: Chi nhanh 3 - Coog ty c6 phan dU'Q'cpham Imexpharm
t~i Binh DU'O'ng(die: S622, duong s6 2, KCN n« Nam-Singapore II, Phuilng Hoa
Phil, TP Thu Ddu Mrt, tinh Binh Duang, Vi¢t Nam). San xuAt nhuQ1lg quy~n:
Laboratorio internacional Argentino S.A; Dja chi: Tabare 1641 CA.B.A. Republic
Argentina).

STT Ten thu6c Hoat chAt Dan2 bao ch~ sA dang ky
4. Imetoxim_UL 1g Cefotaxim (du6i Thuoc bot pha tiem VD-22159-15

d~ng Cefotaxim
natri) 19



5. Imezidim _UL 1g Ceftazidim (dum Thuoc bQt pha tiem VD-22160-15
dang Ceftazidim
pentahydrat +Natri
carbonat) Ig

4. Coug ty dang ky: Pharmix Corporation (die: 1304, Garak ID Tower, 99-7,
Garak-dong, Songpa-gu, Seoul, Korea).

4.1. Nha san xuit: Dai Han Pharm. Co., Ltd. (die: 77, Sandan-ro, Danwon­
gu, Ansan-si, Gyeonggi-do,Korea).

STT Ten thuac Hoat chit Dang bao ch~ Sa dan2 ky
6. Livpar Inj L-Ornithine- L- Dung dich tiem VN-20067-16

Aspartate 5g/10ml truyen

5. Cong ty dang ky: F. Hoffmann-La Roche Ltd .. (die: Grenzacherstrasse 124,CH-
4070 Basel, Switzerland).

5.1. Nha san xuit: Roche S.p.A. (die: ViaMorelli 2, Segrate, Milan, Italy).

STT Ten thuac Hoat chit Dana bao ch~ sa danS!ky
7. Xenical Orlistat 120mg Vien nang cirng VN-18892-15

6. Cong ty dang ky: AstraZeneca Singapore Pte., Ltd. (die: 8 Wilkie Road, #06-01
WilkieEdge, Singapore 228095, Singapore).

6.1. Nha san xuit: Hospira, Inc. (d/c: 1776 N. Centennial Drive, McPherson,
KS 67460, USA). Co sa d6ng g6i: AstraZeneca UK Limited; dlc: Silk Road Business
Park, Macclesfield CheshireSK 10 2NA, UnitedKingdom)

STT Ten thuac Hoat chit Dana bao ch~ Sa danS!ky
8. Cubicin Daptomycin 500mg BQt dong kho pha VN-17837-14

tiem

Danh muc g6m 02 trang 08 thuoc.',
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