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BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pc lip - Ty do - Hanh phiic
Y ATAD o SC) Y TE PHONG
6: 54 /Qb-QLD Ha N¢i, ngay 40 tha rgz,% DEN l
QUYET DINH ity /10 / m, Ay
V& vige riit gidy diing ky luu hanh thudc ra khéi danh n muc “cac thuoe T

duwgc cip gidy ding ky luu hanh tai Vit Nam

CUC TRUONG CUC QUAN LY DUQC
Can cir Luét Dugc ngz‘iy 06 thang 04 ndm 2016;
Cin cr Nghj dinh so 75/2017/ND CP ngdy 20/06/2017 cia Chinh pha quy dinh
chirc nang, nhiém vu, quyen han va co chu td chirc ciia By Y té;
Cin clr Quyét dinh sb 3861/Qb-BYT ngéy 30/9/2013 ciia B6 trudng Bo Y t& quy
dinh chirc néng, nhi¢m vy, quyén han va co cau td chitc cua Cuc Quéan 1y duge thuée Bo
Y té;

Cin cir Thong tu sb 44/2014/TT-BYT ngiy 25/11/2014 ciia B6 Y té quy dinh viéc
ding ky thudc;

Cin cit don dé& nghj rat s6 diang ky lwu hanh tu nguyén cua co s& ding ky thudc;
Xét @& nghj ctia Trudng phong Phong Ping ky thudc - Cuc Quén 1y Duge,

QUYET DINH:

Dleu 1 Kut glay Hang ky luu hanh cha cac thuoc cb tén trong Danh muc céc thubc
dugc cap gidy ding ky Iuu hanh tai Viét Nam theo danh myc ban hanh kém theo Quyét
dinh nay.

Ly do: Co s& ding ky thudc ty nguyén rit sé déng ki lwu hanh thubc do khong coé
nhu ciu kinh doanh.

Piéu 2. Cic co s diing ky thuoc nha san xuit c4c thubc néu tai Diéu 1 phai c6 trach
nhiém theo ddi, chju trach nhi¢m vé chit lugng, an toan, higu qué cia thube trong qua trinh
hru hanh cho dén khi hét han dung cla thubc dbi véi cac thube dé ngh1 rat gidy ding ky
Iuu hanh néu trén d3 dwgc san xuét, nhap kbiu trude ngay Quyét dinh niy ¢ hidu lyc.

Pidu 3. Quyét dmh nay c() hiéu luc ké tir ngay k¥ ban hanh.
Didu 4. Gidm d6c S Y té, cac co so kinh doanh duge va Gidm dbc co s& cb thude
néu tai Piéu 1 chju trich nhiém thi hanh Quyét dinh nay./.

A vl | KT. CUC TRUONG
- Nhur Piéu x -
-TT. Tmorng Qudc Cucmg (aé blc); PHO CUC TRUONG

- CT. Vi Tuin Cudng (dé blc);

- Cyc Quén Y - B8 Quéc phong, Cuc Y té - B) Cong an;

-CucY té Giao thong vén tai - B§ Giao thong vin tai;

- Témg cue Héx quan - B$ Tai chinh, Bao hxem Xa h01 Viét Nam,;

- Vu Phap ché, Cyc Quan 1y Y, Dugc cb truyen Cuc Quan ly KCB,
Thanh tra By, Vién KN thuée TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cbng ty cb phin, Cac Cong ty XNK
Dugc phim;

- Céc Bénh vién & Vién c6 giudng bénh tryc thudc Bo;

- Website Cuc QLD, Tap chi Duge & M§ phim-Cuyc QLD;

- Luu: VT, Céc Phong thujc Cyc QLD, DKT(12).




- BQYTE " ~CQNG HOA XA HOI'CHU NGHIA VIET NAM
Poc lap Tw do ~ —Hanh phiic

CUC QUAN LY DUQC

DANH MUC

Cic thubc rat gidy dang ky Iru hanh thudc ra khéi danh muc cdc thudc
durgce cip glay diing ky luu hanh tai Viét Nam

(Ban hanh kém theo Quyét dinh 56 5 5?7 /OD-QLD ngay Ao thang & nam 2018 cua
Cuc trieong Cuc Quan ly Dugc )

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

4070 Basel, Swztzerland ).

1.1.Co s& san xuét thude:

Mannheim - Dirc, Germany).

Roche Diagnostics GmbH (d/c: Sandhofer 116 68305

STT Tén thube Hoat chit, Him lrgng | Dang bao ché S6 ding ky
Bot déng cd dé
1. | Herceptin Trastuzumab pha dung dich | QLSP-867-15
150 mg Y
truyén

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

STT |  Téenthude _ | Heatchdt, Himlwgng | Dangbdoché | - SO dingky.
B4t pha dung
2. | Herceptin Trastuzumab dich tiém QLSP-0755-13
150 mg 2
truyén

2. Co s& ding ky thudc:

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

STT Tén thudc Hoat chit, Him lwgng | Dang bio ché S6 ding ky
Perindopril erbumin
. 2mg; (twong dwong Vién nén bao
3. | Perigard-D Perindopril 1,669mg); phim VN-19175-15
Indapamid 0,625mg

Danh muc gém 01 trang 03 thubc./.

KT CUC TRUO’N G




SO Y TE THANH PHO HAI PHONG SAO Y BAN CHINH

$6: A3 /SY-SYT Haéi Phong, ngayAT thang 8 nim 2018

1
'

Noi nhdn:

- Ttra SYT, QLHN, TTKN thudc, MP, TP;
- VP; (dang tai 1én Cong TTDT SYT)

- Co 50 kham chita bénh;

- Co 506 kinh doanh duoc;

- Luu: VT, NVD.
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