BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
S6: 740 /QDP-QLD Ha Néi, ngay 10 thang10 ndm 2023
QUYET PINH

Vé viéc thu hdi gidy ding ky luvu hanh thudc tai Viét Nam doi véi thude da
dwgce cap giay ding ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc s6 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 cit Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira
doi mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn
ly nha nwoc cua Bo Y té;

Can cit Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia B Y té;

Can cir Quyét dinh s6 1969/0P-BYT ngdy 26/4/2023 cua B truong Bé Y
té quy dinh chirc ndang, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Quan Iy
duwoc thuéce B Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bé trudng Bé Y
1é quy dinh viéc dang ky leu hanh thuoc, nguyén liéu lam thuéc;

Can cir don dé nghi thu héi gidy ding ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thubc;

Theo dé nghi ciia Trudng phong Phong Bang ky thuéc - Cuc Quan 1y Duore.
QUYET PINH:
Piéu 1. Thu héi gidy dang ky luu hanh thudc tai Viét Nam ddi véi 11 thube
tai phu luc dinh kém Quyét dinh nay.

Ly do: Cac co so dang ky thude dé nghi ty nguyén thu hoi gidy dang ky
luu hanh thude tali Viét Nam.

Piéu 2. Thuc nudc ngoai da nhap khau vao Viét Nam trude ngay Quyét
dinh nay c6 hiéu luc dugc phép luu hanh dén hét han dung cua thube. Co s6 dang
ky thudc, san xuat thudc phai co trach nhiém theo ddi va chiu trach nhiém vé chat
luong, an toan, hiéu qua cua thudce trong qua trinh luu hanh.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.



Piéu 4. Giam d6c S Y té cac tinh, thanh phd truc thudc Trung wong, cac
co so kinh doanh duoc va Giam déc co s dang ky, co sé san xuat c6 thue néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc

DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyet dinh so740 /OD-QLD ngay 10 /10 /2023 cua Cuc Quan ly Dwoc)

STT

Tén thudc

Hoat chit, ham lugng

Dang bio ché

S6 diang ky

1. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Viét Nam) (Pja chi: Tang
12, Toa nha Vietcombank, S6 5 Cong truong Mé Linh, Phuwong Bén Nghé, Quan 1,
Thanh pho Ho Chi Minh, Viét Nam)

Co s6 san xuat: Olic (Thailand) Ltd (Pia chi: 166 Moo 16 Bangpa-In Industrial

Estate, Udomsorayuth Road, Bangpa-In District Ayutthaya Province, Thailand)

Daktarin Oral Gel

200mg Miconazole/10g gel

Gel ro mi¢ng

VN-14214-11

2. Co s6 diing ky: Cong ty TNHH Mot thanh vién An Phat (Pia chi: 1973 Nguyén
Hiru Canh, phieong 19, qudn Binh Thanh, TP. Ho Chi Minh, Viét Nam)
Co s san xuét: Shilpa Medicare Limited (Dja chi: Plot No. S-20 to S-26, Pharma

SEZ, TSIIC, Green Industrial Park, Polepally Village, Jadcherla Mandal,
Mahaboobnagar District, Telangana-509301, India)

Bortezomib for

Bot dong kho pha

2 Injection 3.5 mg Bortezomib 3,5mg fiém VN3-402-22
Imatinib Mesylate | Imatinib (dudi dang A .
3| tablets 100 mg Imatinib mesylat) 100mg Vién nén bao phim | VN3-414-22
Imatinib Mesylate | Imatinib (dudi dang A .
4 tablets 400 mg Imatinib mesylat) 400mg Vién nén bao phim | VN3-415-22
Bicalutamide
5 50mg film coated | Bicalutamid 50mg Vién nén bao phim | 890114138323
tablets
Docetaxel Docetaxel (dudi dang Dung dich‘daflm dac
6 injection USP Docetaxel trihydrat) pha truyén tinh | 890114176823
80mg/4ml 20mg/ml mach
7 r(flagpe"“abme 300 | capecitabin 500mg Vién nén bao phim | 890114186223
.. Erlotinib hydroclorid
8 ]fglé)rgmb Tablets 109,300mg (tuong duong | Vién nén bao phim | 890114193023
g voi Erlotinib 100mg)
.. Erlotinib hydroclorid
9 ]fgg’glg“b Tablets |} ¢ 90mg (twong dwong | Vién nén bao phim | 890114193123

voi Erlotinib 150mg)




STT | Tén thudc Hoat chét, ham lwong Dang bao ché S6 ding ky
Docetaxel Docetaxel khan (du6i dang | Dung dich dam déc
10 | injection USP Docetaxel trihydrate) dé pha truyén tinh | VN3-349-21
20mg/1ml 20 mg/1ml mach
Busulfan D}mg dich dgflm dac
11 | Injection 6mg/ml | Busulfan 60mg/10ml dé pha truyén tinh | VN3-364-21

(10 mL)

mach




