BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc lap — Tw do — Hanh phiic
169 /Qb-QLD Ha Néi, ngay 05 thing & nam 2017
QUYET PINH

Vé viéc rit sb dang Ky luu hanh thudc ra khéi danh muc céc thudc
dwgc cap s6 ding ky luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Cin cir Luat Duogc ngay 06 thang 04 nam 2016;
Can ¢t Nghi dinh so 63/2012/ND-CP ngay 31/8/2012.cpa Chinh phu quy dinh
chirc nang, nhi€ém vu, quyén han va co cAu td chirc ciia B Y té;

Cin ctt Quyét dinh s6 3861/Qb-BYT ngay 30/9/2013 cua B6 truong Bo Y té
quy dinh chirc nang, nhiém vy, quyéen han va co cu to chirc ctia Cuc Quén ly duoc
thuoc BO Y té;

Cin ctr Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 ctia BO Y té quy dinh
viéc dang ky thudc;

Cin ct hd so ty nguyén dé nghi rit sb ding ky cua céc co s& dang ky thubc;
Xét dé nghi ctia Phong Ding ky thudc — Cuc Quan 1y dugc;
QUYET PINH:

Diéu 1. Rut s ding ky cua cac thudc c6 tén trong Danh muc céc thudc rat s6
diang ky ban hanh kém theo Quyét dinh nay.

Ly do: Co s& ding ky thubc tu nguyén rat sé ding ky huu hanh thube.

Piéu 2. Cac cong ty dang ky, nha san xuét cac thudc néu tai Piéu 1 phai chiu
trach nhiém va theo ddi vé chét lugng, an toan, hiéu qua cua thudc trong qua trinh luu

hanh cho dén khi hét han ding cua thubc dbi vai cac thude dé nghi rit so6 dang ky néu
trén d3 dugc nhap khau, san xuét trudc ngly Quyet dinh nay co6 hi¢u luc.

Pidu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc S Y té cac tinh, thanh ph6 truc thudc Trung wong, cac don
vi kinh doanh thuéc va Giam doc co s& co thuoc néu tai Di€u 1 chiu trach nhiém thi
hanh Quyét dinh nay.
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BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phuc

: .. DANHMYC
CAC THUOC RUT SO PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 (¢ ¢ /OP-QLD ngdyc5 thang 5~ nam 2017)

1. Céng ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F., Caroline
Center, Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong).

1.1. Nha san xuit: Frosst Iberica S.A. (d/c: Via Complutense, 140, 28805
Alcala de Henares (Madrid), Spain). Co s& déng goi: Merck Sharp & Dohme
(Australia) Pty. Ltd. (dia chi: 54-68 Ferndell St., South Granville, NSW 2142
Australia).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

1. | Arcoxia 30mg Etoricoxib 30mg Vién nén bao phim | VN-16833-13

1.2. Nha sin xuit: Merck Sharp & Dohme Ltd.. (d/c: Shotton Lane,
Cramlington, Northumberland NE23 3JU, UK). Co s& déng géi: Merck Sharp &
Dohme (Australia) Pty. Ltd. (dia chi: 54-68 Ferndell Street, South Granville,
N.S.W.2142, Australia)

STT |  Tén thudc Hoat chat Dang bao ché S6 diing ky
2. | Fortzaar 100/25 | Losartan potassium | Vién nén bao phim VN-16837-13
100mg;
Hydrochlorothiazide
25mg

2. Cong ty dang ky: Cong ty C6 phin BV Pharma. (d/c: Ap 2, Xa Tan Thanh Tay-
Huyén Cii Chi-Thanh phé Ho Chi Minh, Viét Nam).

2.1. Nha san xuét: Cong ty C6 phan BV Pharma. (d/c: Ap 2, Xa Tén Thanh
Tay-Huyén Cu Chi-Thanh phé Hé Chi Minh, Viét Nam).

STT Tén thudc Hoat chit Dang bao ché S6 diing ky

3. | Kastrazol Anastrozol 1 mg Vién nén bao phim | QLDPB-495-15

3. Céng ty ding ky: Cong ty cb phin dugc pham IMEXPHARM (d/c: 04- duong
30/4, Phuwong 1, Tp. Cao Lanh, Tinh Pong Thap, Viét Nam).

3.1. Nha san xuat: Chi nhanh 3 - Cong ty o phz“ln dwogc phi?im Imexpharm
tai Binh Dwong (d/c: S6 22, dwong sé 2, KCN Viét Nam-Singapore 11, Phuong Hoa
Phi, TP Thi Ddu M¢t, tinh Binh Duwong, Viét Nam). San xut nhuong quyén:
Laboratorio internacional Argentino S.A; Dia chi: Tabare 1641 C.A.B.A. Republic
Argentina).

STT Tén thudc Hoat chit Dang bao ché S6 ding ky

4. | Imetoxim UL 1g | Cefotaxim (dudi Thuoc bot pha tiém | VD-22159-15
dang Cefotaxim
natri) 1g




Imezidim UL 1g

Ceftazidim (dudi
dang Ceftazidim
pentahydrat + Natri
carbonat) 1g

Thubc bot pha tiém

VD-22160-15

4. Cong ty dang ky: Pharmix Corporation (d/c: 1304, Garak ID Tower, 99-7,
Garak-dong, Songpa-gu, Seoul, Korea).

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

STT Tén thudc Hoat chit Dang bao ché S6 diing ky
6. | Livpar Inj L-Ornithine-L- Dung dich ti€m VN-20067-16
Aspartate 5g/10ml truyén

5. Cong ty dang ky: F. Hoffmann-La Roche Ltd.. (d/c: Grelyziacherstrasse 124, CH-

4070 Basel, Switzerland).

5.1. Nha san xuit: Roche S.p.A. (d/c: Via Morelli 2, Segrate, Milan, Italy).

STT

Tén thubce

Hoat chat

Dang bao ché

S6 diing ky

7

Xenical

Orlistat 120mg

Vién nang cling

VN-18892-15

6. Cong ty dang ky: AstraZeneca Singapore Pte., Ltd. (d/c: 8 Wilkie Road, #06-01
Wilkie Edge, Singapore 228095, Singapore).

6.1. Nha san xuét: Hospira, Inc. (d/c: 1776 N. Centennial Drive, McPherson,
KS 67460, USA). Co s& dong goi: AstraZeneca UK Limited; d/c: Silk Road Business
Park, Macclesfield Cheshire SK 10 2NA, United Kingdqn_a)

STT Tén thudc Hoat chit Dang bao ché S6 diing ky
8. | Cubicin Daptomycin 500mg | Bot dong kho pha | VN-17837-14
tiém
Danh muc gbm 02 trang 08 thudc./.
.CUC TRUONG
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