BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dic lip - Ty do - Hanh phiic
S6: 399 /QP-QLD Ha Noi, ngay g6 thang € nam 2018
QUYET DINH

Vié viée riit gidy ding ky lwu hanh thude ra khéi danh muc cic thube
duge cip gidy dang ky luru hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Céan cir Luat Duge ngay 06 thang 04 nam 2016;

Cén cir Nghi dinh s6 75/2017/ND-CP ngay 20 thiang 6 nam 2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co ciu td chire cua Bo Y té;

Cén ctr Quyét dinh sb 3861/QB BYT ngay 30/9/2013 cua B trudmg BO Y té quy
dinh chirc ndng, nhiém vy, quyén han va co ciu té chic ciia Cuc Quan Iy duge thude Bo
Y té;

Cin cir Théng fu s6 44/2014/TT-BYT ngay 25/11/2014 cta B{ Y té quy dinh viée
ding ky thudc;

Cén cir don dé nghi rit sé ding ky Iuu hanh tu nguycn ctia céc co s¢ ding ky thube;
Xét dé nghj cua Trudng phong Phong Ping ky thude - Cuc Quén 1y Dugc,

QUYET PINH:

Dleu l Rut gidy ding ky luu hanh cia céac thude b tén trong Danh muc céc thude
dugce cip gidy ding ky luu hanh tai Viét Nam theo danh muc ban hanh kém theo Quyét
dinh nay.

Ly do: Co s& ding ky thude tur nguyén rit sd ding ky luu hanh thude do khong co
nhu cdu kinh doanh.

Piéu 2. Cic co s& ding ky lhuoc nha san xuat cic thude néu tai Piéu | phai ¢ trach
nhiém theo doi, chiu trach nhi¢m vé chit lugng, an toan, hi¢u qua cia thude trong qua trinh
luu hanh cho dcn khi hét han dung cua thude dbi vai cac thude dé nghi rut giay dang ky
luu hanh néu trén da duge san xuét, nhip khéu trude ngay Quyét dinh nay c6 hiéu lue.

Diéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Dleu 4. Giam dbc So Y é, céc co so kinh doanh dugce va Giam déc co sé ¢6 thude
néu tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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- TT. Trwong Qube Cudmg (dé blc); PHO CUC TRUONG

- CT. Vii Tudn Cudmng (dé b/c);
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https://tailieuluat.com/quyet-dinh-399-qd-qld-vb3290.html

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY bUQC Dic lip — Tw do — Hanh phiic

DANH MUC
Cic thube riat gidy diing ky leu hanh thube ra khéi danh muc cic thude
duoe cip gidy ding ky lwu hanh tai Viét Nam
(Ban hanh kém theo Quyét dinh s6 399 /QP-QLD ngay . 6 thang & nam 2018
cua Cuc Quan ly Dugc)

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

CH-4070 Basel, Switzerland ).
1.1.Co sé sdan xuit thudc: Catalent Germany Eberbach GmbH (d/c:

Gammelsbacher Strasse 2, 69412 Eberbach, Germany); Co s dong goi: F. Hoffmann-
La Roche Ltd. (dia chi: Wurmisweg, CH-4303 Kaiseraugst, Switzerland).

STT Tén thube Hoat chit, Him lugng | Dang bao ché S ding ky

. | Vesanoid Tretinoin 10 mg Vién nang mém VN-19646-16

2. Co s¢ diing ky thube: Céng ty C§ phan Fulink Viét Nam (d/c: S6 96, ngo 192
phé Lé Trong Tan, P. Khwong Mai, Q. Thanh Xudn, Ha Ngi, Viét Nam ).

2.1.Co sé san xuéit thuéc: Eirgen Pharma Limited (d/c: 64/66 Westside Business
Park Old Kilmeaden Road, Waterford, Ireland).

STT Tén thude Hoat chit, Him lugng | Dang bao ché S6 dﬁhg ky
2. | Cathy-K Anastrozole Img Vm;)gﬁg S0 VN-20681-17
Danh muc gém 01 trang 02 thude./. i
KT. CUC TRUO:NG
PHO CUC TRUONG
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