BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dic lip - Tw do - Hanh phiic
S&: 453/0P-QLD Ha Ngi, ngay 4F thang F-ndm 2014
QUYET PINH

V¢ viéc ban hinh danh muc 03 thube sin xufit trong nwée (thude chira hoat chit
khéng vi it déing ky lin ddu - 56 ddng ky c6 hiéu lwe 02 nim)
dwye cip 56 ding ky hru hinh tai Viét Nam - Dot 145

CUC TRUONG CUC QUAN LY DUQC

Céin eir Ludt Duge ngay 14 thang 6 nim 2005;

Cén cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phu quy
dinh chirc niing, nhiém vy, quyén han va co cdu td chirc cia Bd Y té;

~ Chncx Quyét dinh s 3861/QD-BYT ngay 30/9/2013 cua B truémg B Y

té vé viéc quy dinh chitc ning, nhiém vu, quyén han va co cdu td chirc ciia Cuc
Quan Iy Duoc thude B Y té;

Can cir Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 cta B§ Y té quy
dinh viéc ding ky thudc;

Can cir ¥ kién ciia H3i dong twr vén cdp sd dang ky Iuu hanh thudc B6 Y t&;

Xét dé nghj cia Trudng phong Ping ky thude - Cyc Quan 1y Dugc;

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh niy danh muc 03 thude sdn xuét
trong nude (thude chira hoat chat khang vi rit ding ky ldn dau — sb ding ky cd
hiéu lye 02 nim) duge cdp so dang kv luu hanh tai Viét Nam - Dot 145,

Dicu 2. Cong ty sén xudt vi cong ty ding kj c6 thudc luu hanh phai in 56
ding kv duge B Y té cdp lén nhin thude va phai chip hianh dang céc quy ché ¢o
lién quan dén sén xudt va hru hanh thude. 86 ding k¥ ¢6 ky hiéu QLDB-..-14 ¢
gid tri 02 nim ké tir ngay ky Quyét dinh.

Piéu 3, Trong qué trinh luu hénh, nha sin xudt phai két hop véi cde co sd
digu trj d& thyc hién theo diing céc quy dinh hién hinh vé thudc ké don va theo dbi
higu lyc, 4§ an toén, tic dung khéng mong muon cia thudc trén ngudi Viét Nam.
Cong ty ding ky ¢6 trich nhiém tong hop cdc bdo cdo ciia cic don vj trén vé Cue
Quén I¥ Duge theo ding quy dinh hién hanh mdi 06 thing mdt lan.



Picu 4. Quyét dinh nay cé hidu lyc ké tir ngdy ky ban hanh.

Pidu 5. Gidm dbc S& Y té cac tinh, thanh ghé tryc thudc trung wong va giam
ddc cong ty sdn xuat va cong ty dang ky co thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyeét dinh nay./.
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DANH MUC 03 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANGKY
HIEU LUC 02 NAM (THUOC CHUA HOAT CHAT KHANG VIRUT PANG KY LAN PAU) - QT 145

Ban hanh kém theo quyét dinh s8: 353/QD-QLD, ngay AF / F /2014

1. Cong ty ding ky: Cong ty cb phz‘in'Du'g’c pham TW 25 (B/c: 120 Hai Ba Trung, Q. 1, TP. Hé
Chi Minh - Viét Nam)

1.1 Nha san xuét: Cong ty c6 phin Dwoc phim TW 25 (P/c: 448B, Nguyén Tdt Thanh, Q. 4, TP.

H6 Chi Minh - Viét Nam)

o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach SH diine kv
ST_T Tén thude Ham lwrgng ché tho |chudn| déng gbi 0 dang ky
1 |Egofovir Tenofovir disoproxil | Vién nang 24 |TCCS |Hop3vix10 | QLDB-428-14
fumarat 300mg cing thang vién
2 |Nofovir ~[Tenofovir disoproxil|Viénnang | 24 |TCCS [Hop3vix10 | QLDB-429-14
fumarat 300mg cimg thang vién

2. Cong ty dang ky: Cong ty TNHH lién doanh Hasan-Dermapharm (D/c: L6 B, duong 6 2,
KCN Dong An, Thudn An, Binh Duong - Viét Nam)

2.1 Nha san xuét: Céng ty TNHH lién doanh Hasan-Dermapharm (D/c: Lé B, duomg sé 2, KCN
Dong An, Thudn An, Binh Duong - Viét Nam)

Az Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ oax o o
: “B 2 So d
STT Tén thude Ham lrgng “ché | tho |chudn| donggei | Cooimely
3 |Mibeproxil 300 mg Tenofovir disoproxil | Vién nén bao| 36 |TCCS |Hop 1 vi, 10 vi | QLDB-430-14
fumarat 300mg phim thang x 7 vién
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