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QUYET PINH

V& viée rit gidy dang ky Iwu hanh thuéc ra khéi danh muc cic thude
dwoc cip gidy ding ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Duogc ngéy 06 thang 04 nam 2016;

Cidn ctr Nghi dinh so 75/2017/ND-CP ngay 20/06/2017 cua Chinh phi quy dinh
chure nidng, nhiém vu, quyen han v co cdu td chirc cia Bo Y té;

Cén ctr Quyét dinh s6 3861/Qb-BYT ngay 30/9/2013 cua B6 truéng Bo Y té quy

dinh chirc ndng, nhiém vy, quyén han va co cau t6 chirc ctia Cuc Quan 1y dugc thude Bo
Y té;

Cén ctt Thong tu s 44/2014/TT-BYT ngay 25/11/2014 cta B Y té quy dinh viéc
ding ky thudc;

Cin ctr don dé nghi rat sb dang ky luu hanh tu nguyén cua co s& ding ky thudc;
Xét @& nghi cua Trudng phong Phong Pang ky thube - Cuc Quén 1y Dugc,

QUYET PINH:

Dleu 1. Rat gidy dng ky lwu hanh ca céc thuc cé tén trong Danh muc cic thude
duge cép gidy ding ky Iwu hanh tai Viét Nam theo danh muc ban hanh kém theo Quyét
dinh nay.

Ly do: Co 50 dang ky thude ty nguyén rit sb ding ky luu hanh thude do khéng co
nhu cdu kinh doanh.

Diéu 2. Céc co s& dang ky thuoc nha sdn xuat cc thubc néu tai Piéu 1 phai co trach
nhiém theo ddi, chiu trach nhiém vé chét lugng, an toan, higu qua cua thudc trong qua trinh
luu hanh cho dén khi hét han ding cua thude d6i véi cc thubc dé nghi rat gidy dang ky
luu hanh néu trén di dwge san xudt, nhap khéu trudce ngay Quyét dinh nay cé hiéu luc.

Didu 3. Quyét dinh nay co hiéu lyc ké tir ngay k¥ ban hanh.
Piéu 4. Giam déc S& Y té, cac co sd kinh doanh dugc va Giam dbc co s& cé thubc
néu tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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DANH MUC

Cic thudc rit gidy dang ky lwu hanh thudc ra khéi danh muc c4c thude
dwgc cip gidy ding ky lwu hanh tai Viét Nam

(Ban hanh kém theo Quyét dinh s6 537 /ODP-QLD ngay 4o thing © nim 2018 cia
Cuc truong Cuc Qudn Iy Duoc )

1. Co s& diing ky thube: F. Hoffmann-La Roche Ltd (d/c: 124- Grenzacherstrasse, CH-

4070 Basel, Switzerland ).

1.1.Co s& san xuat thuodc:

Mannheim - Dirc, Germany).

Roche Diagnostics GmbH (d/c: Sandhofer 116 68305

STT Tén thubc Hoat chit, Him lrgng Dang bao ché S6 ding ky
Bot dong co dé
1. | Berceptin SLrEHED pha dung dich | QLSP-867-15
150 mg X
truyén

1.2.Co sé san xuét thudc: F. Hoffmann-La Roche Ltd (d/c: 124-Grenzacherstrasse,
CH-4070 Basel, Switzerland);, Nha déng goi: F. Hoffmann-La Roche Ltd (Dja chi:
Wurmisweg CH-4303, Kaiseraugst, Switzerland).

STT |  Tén thudc Hoat chat, Him lvgng | Dangbioché |  S6 ding ky
B6t pha dung
2. | Herceptin JEDTEANTO dich tiém QLSP-0755-13
150 mg A
truyén

2. Co s& ding ky thudc:

Glenmark Pharmaceuticals Ltd. (@/c: B/2, Mahalaxmi
Chambers, 22 Bhulabhai Desai Road, Mumbai-400 026, India ).
2.1.Co st san xuit thudc: Glenmark Pharmaceuticals Ltd. (d/c: Plot No. E-37, 39 D-
Road, MIDC, Satpur, Nashik-422 007, Maharashtra State, India).

Indapamid 0,625mg

STT Tén thube Hoat chit, Ham lrong Dang bao ché S6 ding ky
Perindopril erbumin
i 2mg; (tuong duong Vién nén bao L
3. | Perigard-D Perindopril 1,669mg); ghim VN-19175-15

Danh muyc gém 01 trang 03

thudc./.
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