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CUC QUAN LY DUGC Doc lap - Tu do - Hanh phic
ss: 535  /QP-QLD Ha N¢i, ngay 49 thdng § ndm 2014
QUYET PINH

Vé viéc ban hanh danh muc 02 thudc nuéc ngoai (thudc chira hoat chat
khang virus dang ky lan dau - s6 ding ky ¢6 hiéu luc 02 nam)
duogc cap so dang ky luu hanh tai Viét Nam - Dot 87

CUC TRUONG CUC QUAN LY DUGC

Can c Luat Dugc ngay 14/6/2005;

Can ctt Nghi dinh s& 63/2012/ND-CP ngay 31/8/2012 cta Chinh pht quy
dinh chic ning, nhiém vu, quyén han va co cdu té chic clia BO Y t€;

Can cit Quyét dinh s8 3861/QD-BYT ngay 30/9/2013 ctia Bo truong Bo'Y
t€ quy dinh chic niang, nhiém vu, quyén han va co ciu té chic cia Cuc Quan 1y
dugc thudc Bo Y t€;

Can ct Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cua Bo Y t€ quy
dinh viéc dang ky thudc;

Can ct ¥ kién clia Hoi dong tu van cdp s6 dang ky luu hanh thude - B6 Y
te;

Xét dé nghi cua Trudng phong Dang ky thude - Cuc Quén 1y Duge,
QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 02 thudc nudc
ngoai (thudc chita hoat chat khang virus dang ky lan ddu - s6 dang ky ¢6 hiéu luc
02 nam) dugc cap so dang ky luu hanh tai Viét Nam - Dot 87.

Diéu 2. Nha san xuit va cong ty dang ky thudc ¢d trach nhiém cung cap
thudc vao Viét Nam theo ding cdc hod so tai liéu da dang ky véi Bo Y t€. S6 dang
ky dugc Bd Y t€ Viét Nam cdp phai dugce in 1én nhan thude. S6 dang ky cé ky
hiéu VN2-...-14 c6 gid tri 02 nam ké tir ngdy k¥ Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, céng ty dang ky thudc, nha san xuat
phai ph&i hop vé6i cdc co sd diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thudc ké don va theo doi hiéu luc, do an toan, tic dung khong mong
mudn cla thudc trén ngudi Viét Nam va tong hop, bdo cédo theo ding quy dinh
hién hanh méi 06 thdng mot 1an vé Cuc Quan ly Duogc.

Piéu 4. Nha san xuflt vA cong ty ding ky thudc phai chdp hanh day du
phép luat ciia nuéc CHXHCN Viét Nam va cdc quy dinh cta Bo Y t€ vé nhap
khdu thudc va liru hanh thude tai Viét Nam; néu c6 bat ci thay déi gi trong qud



trinh luu hanh thudc ¢ nude so tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

Quan ly Duge - Bo Y t€ Viét Nam.

biéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Gidm d6c S6' Y t€ cdc tinh, thanh phé truc thudc trung vong, gidm
doc nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi

hanh Quyét dinh nay./.

Noi nhdn:

- Nhu biéu 6;

- B6 truong Nguyén Thi Kim Tién (dé b/c);

- Cuc Quan Y - Bé Qudc phong, Cuc Y t€ - Bo Cong an;
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém Xa hoi Viét Nam:

- Vu Phdp ché&, Cuc Quan 1y Khdm, chita bénh - Bo Y (&,
Thanh tra Bo Y t&;

- Vién KN thuéc TW, Vién KN thuée TP. HCM;

- Téng Cong ty Duoc VN;

- Cdc Cong ty XNK Dugc phim:

- Cdc Bénh vién & Vién c6 giuong bénh truc thuoc Bo Y t&;

- Website cua Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Luvu: VP, KDD, BDKT(10).
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CONG HOA XA HOI CHU NGHIA VIET NAM

DANH MUC 02 THUOC CHUA HOAT CHAT KHANG VIRUS DPUQJC CAP SO PANG KY
LUU HANH HIEU LUC 2 NAM - BOT 87
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Ban hanh kém theo quyét dinh s6: 535./QP-QLD, ngay A91.3 1.0

1. Cong ty ding ky: Abbott Laboratories (D/c: 100 Abbott Park Road, Abbott Park, Illinois

60064 - USA)
1.1 Nha sin xudt: Aesica Queenborough Ltd. (B/c: Queenbourough, Kent, ME11 SEL - United
Kingdom)
P
—_ Hoat chéit chinh - | Dang bao [Tudil Tiéu | Quy cich S
LE TS MG Ham lugng ché tho |chuin dong goi S0 dang ky
1 [Kaletra (Co s& dong goi |Lopinavir Dung dich 24 INSX |[Hop S chai VN2-298-14
cdp 2: Abbott Logistics |80mg/1ml; uong thang 60ml
B.V; dia chi: Minervum |Ritonavir 20mg/1ml
7201, 4817 ZJ] Breda-
Netherlands)

2. Cong ty ding ky: SRS Pharmaceuticals Pvt. Ltd. (D/c: 602, 6th Floor, Marathon Max Bldg
No.2, L.B.S Marg, Mulund Goregaon Link Road, Mulun (W), Mumbai - 4000 080 - India)

2.1 Nha san xuit: Bharat Parenterals Ltd. (D/c: Survey No. 144 & 14 6, Jarod Samlaya Road.,
Tal-Savli, City: Haripura., Dist: Vadodara, Gujarat - India)

& £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Sé di :
: : 2 ang ky
L Ten thimoe Ham lugng ché tho |chuin| dong goi oqang X
2 |Tefovex Tenofovir disoproxil | Vién nén bao| 24 |NSX |Hop 2 vix 10 VN2-299-14
fumarat 300mg phim thang vién
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