BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
S6: 813 /QP-QLD Ha Néi, ngay 15 thing 12 ndm 2022
QUYET PINH

Vé viéc thu hoi Gidy ding ky lwu hanh thudc tai Viét Nam doi véi 04 thudc
dwgce cap giay dang ky luvu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc so 105/2016/QH13 ngay 06/04/2016;

Can cwr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot sé diéu vé bién phdp thi hanh Ludt dwoc;

Can cir Nghi dinh so 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phi
sira doi mot sé quy dinh lién quan dén dieu kién dau tw kinh doanh thudc pham
vi quan Iy nha nuéc cua Bo Y té;

Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/1/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia B6 Y té;

’ Can cir Théng tw s6 08/2022/T T-BYT ngay 05/9/2022 cua B9 truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén lieu lam thuoc;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua B9 truong Bo
Y té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn
ly dwoc thuoc Bo Y té;

Can cir don dé nghi thu héi gidy dang ky heu hanh thudc tai Viét Nam ciia
cdc co sé dang ky thuéc;

Theo dé nghi ciia Truwong phong Phong Bang ky thuoc - Cuc Qudn Iy
Dueoc.

QUYET PINH:

~ Diéu 1. Thu hoi Gidy dang ky luu hanh thudc tai Viét Nam doi voi 04
thu6e ¢6 tén trong Danh muyc thudce thu héi Gidy dang ky luu hanh thudc tai Viét
Nam ban hanh kém theo Quyét dinh nay.

Ly do: Co s& san xuat hodc co s ding ky thube, nguyén lidu lam thude
dé nghi thu hdi gidy dang ky luu hanh thudc, nguyén liéu lam thudc tai Viét
Nam (theo quy dinh tai Piém g, Khoan 1 Diéu 58 Luat Dugc sé 105/2016/QH13
va Khoan 5 Diéu 40 Théng tu s6 08/2022/TT-BYT).

Piéu 2. Thudc dugc san xuit trude ngay Quyet dinh nay co hi¢u luc va da
nhap khau vao Viét Nam; hoic thude nudce ngoai nhap khau trong truong hop
dugc giao hang tai cang di cia nudc xuat khau trudc ngay Quyet dinh nay co6
hiéu Iyc tiép tuc dugc phép luu hanh dén hét han ding cta thudc. Co s& dang ky
thudc, san xudt thudc phai co trach nhiém theo ddi va chiu trach nhiém vé chat
luong, an toan, hiéu qua cua thude trong qua trinh lwu hanh.



Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 4. Giam ddc So Y té céac tinh, thanh phd truc thudc Trung wong,
Giam doc nha san xuat va co sé dang ky cé thudc tai Biéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc
DANH MUC 04 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 813 /QD-QLD ngay 15 /12 /2022 )

1. Co sé dang ky: F.Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse 124, CH-4070
Basel, Thuy SY)

1.1. Co s& san xuit: Genentech Inc. (Dja chi: 4625 NE Brookwood Parkway, Hillsboro,
OR 97124, My)

Co s¢ dong goi: F.Hoffmann-La
Kaiseraugst, Thuy S¥)

Roche Ltd. (Pia chi: Wurmisweg, CH-4303

STT Tén Hoat chit Dang Tudi | Tiéu Quy ciach déng | SO ding ky
thudc chinh - Him | baoché | tho | chuin goi
lwgng
Avastin | Bevacizumab Dung 24 Hop 1 1o chua ) )
& 100mg/4ml dich thang TCes 100mg SP3-1226-21
dam dac bevacizumab
dé pha 4ml
dung
dich
truyén
Avastin | Bevacizumab Dung 24 Hop 1 lo chtra ) )
> 400mg/16ml dich thang TCes 400mg SP3-1227-21
dam dac bevacizumab
dé pha 16ml
dung
dich
truyén
1.2. Co sé san xuit : Roche Diagnostics GmbH (D/c: Sandhofer Strasse, 116, 68305
Mannheim - Germany)
STT Tén Hoat chat Dang bao | Tudi | Tiéu Quy cach déng | SO ding ky
thudc chinh - Ham ché tho | chuin g0i
lugng
3 Mircera Methoxy Dung dich 36 TCCS Hop 1 bom ti€ém QLSP-1151-
) polyethylene tiém thang doéng san thuoc 19
glycol - epoetin
beta 100mcg

2. Co s¢ dang ky: Unico Alliance Co., Ltd. (DPia chi: Unit 1007, Tower B, Seaview Estate,
2-8 Watson Road, North Point, Hong Kong)

2.1. Co s& san xuiat: CSL Behring LL.C (Dia chi: Route 50 North, 1201 N. Kinzie, Bradley,
IL 60915, My).

STT | Tén thuoc | Hoat chit | Dang bao Tudi Tiéu Quy cach dong | So ding ky
chinh - Ham che tho | chuan goi
luwgng
4, ﬁslbummar luman | pungdich | 36 | Tecs | HOP chai S0ml | gp_1184 20
u A .
t th
12,5¢/50ml ruyen ang




