BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC _ Poc 1ap - Tw do - Hanh phiic
S6: g4 /Qb-QLD Ha Néi, ngdy 40 thang 3 nam 2017
T T QUYET DINH
3AU HIEM XA HOI VIWJ: riit so ding ky luu hanh thude ra khéi danh muc céc thuée
e 9% dwge cap s6 ding ky lwu hanh tai Viet Nam
DEN N a ;'2/6/‘3/{ ..... q q r
i .. CUC TRUONG CUC QUAN LY DUGC
Aru hd sorsé ., . Cénf fr Luﬁt DIIO'C Ilgéy 06 théng 04 nam 2016

dinh chuc nang, nhiem VU, quyen han va co céu t6 chuc ctia BO Y té;

Can ¢t Quyét dinh so 3861/QD- BYT ngay 30/9/2013 cua Bo trudng Bo
Y té quy dinh chirc nang, nhiem vu, quyén han va co cau td chire ciia Cuc Quan
Iy dugc thu¢c Bo Y té;

Can ¢t Thong tu sd 44/2014/TT-BYT ngay 25/1 1/2014 ciia BO Y té quv
dinh vigc dang ky thudc;

Cin ct hd so tu nguyén dé nghi rat s6 ding ky cua cong ty dang ky thudc;

Xét dé nghi cia Phong Dang ky thude - Cuc Quan 1y Duoc,

QUYET DPINH:

Pidu 1. Rut s6 diang ky cua cac thude co tén trong Danh muc céc thude rat
5O dang ky Iuru hanh ban hanh kéem theo Quyét dinh nay.
y do: Cong ty dang ky thudc tu nguyén nit so ding ky luu hanh do
khong ¢6 nhu cau kinh doanh.

Piéu 2. Cac cong ty ding ky, nha san xuét cac thudc néu tai Dicu 1 phai
¢ trach nhiém theo ddi, chiu trach nhiém vé chat luong, an toan, hiéu qua cua
thube trong qua trinh hru hanh cho dén khi hét han dung cua thuoc doi voi cac
thuoc dé nghi rat s6 ding ky néu trén da dugc nhép khiu, san xuat trudc ngay
Quyét dinh nay co6 hiéu luc.

Piéu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam doc So Y té cac tinh, thanh pho truc thudc Trung wong, cac
don vi kinh doanh thudc va Giam doc co s& cd thudc néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
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_ _ DANHMUC
CAC THUOC RUT SO DANG KY LUU HANH TAI VIET NAM
(Ban hanh keém theo Quyét dinh so6 g4 /OD-OLD ngay, o thang 3 nam 2017)

1. Cong ty ding ky: Céng ty TNHH Dwoc phim Minh Tri (d/c: 36 Vii Huy Tan,
Phuong 3, Q. Binh Thanh, TP. Hé Chi Minh, Viét Nam ).

1.1.Nha san xuat: Huons Co. Ltd (d/c: 100, Bio valley-ro, Jecheon-si,
Chungcheonbuk-do, Korea ).

STT Tén thudc Hoat chﬁt, Ham lweong | Dang bao ché So dang ky
|, | Bivontort Bromhexin HCL Dung dich tiém | VN-19090-15
Injection 4mg/2ml

2. Cong ty diang Kky: Pharmaceutical Works Polpharma S.A. (d/c. 83-200
Strarogard Gdﬁinﬁkij 19 Pelplinska Street, Poland, Poland ).
2.1.Nha san xuat: Pharmaceutical Works Polpharma S.A. (d/c: 83-200 Starogard

Gdanski, 19 Pelplinska Street, Poland ).

STT Tén thudc Hoat chit, Him lwong | Dang bao ché So ding ky
| . Vién neén bao
2. | Zolaxa 10mg Olanzapine 10mg ohim VIN-14314-11(*)
: Vién nén bao o |

3. | Zolaxa Smg Olanzapine >mg phim VN-13810-11 (*) |

4. | Poltini Tinidazol 500mg V‘e“p‘;f; ba0 | \N_13807-11 (*)
Ghi chu: (*): S6 ding ky thudc da hét hidu luc./.
Danh muc gdm 01 trang 04 thude./.
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