BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc 1ap - Tu do - Hanh phiic
Ss: 412 /QP-QLD Ha Néi, ngayl # thdngA 2 ndam 2013
QUYET PINH

Vé viéc ban hanh danh muc 04 thuéc nu6c ngoai (thudc chita hoat chét
khang virus dang ky lidn dau - s6 dang ky c¢6 hiéu luc 02 nam)
duoc cap so dang ky luu hanh tai Viét Nam - Dot 84

CUC TRUGNG CUC QUAN LY DUGC

Can ¢ Luat Duoc ngay 14/6/2005;

Cin ct Nghi dinh s6 63/2012/ND-CP ngﬁy 31/8/2012 cta Chinh phu quy
dinh chifc nang, nhiém vu, quyén han va co céu t6 chirc ciia Bo Y t€;

Can cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta Bo trudng Bo Y
t€ quy dinh chitc ning, nhiém vy, quyén han va co cfu t6 chirc cha Cuc Quan 1Y
Dugc thudc Bo Y t€;

Can ctt Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 cia Bo Y t& quy
dinh viéc ding ky thudc;

Cin ctt ¥ kién chia Hoi déng tu vén cap s6 dang ky luu hanh thude - BO Y
t€;

Xét dé nghi ctia Trudng phong Pang k¥ thudc - Cuc Quén Iy Duoc,

QUYET PINH:

Piéu 1. Ban hianh kém theo Quyét dinh nay danh muc 04 thuSc nudc
ngoai (thudc chita hoat chat khdng virus dang ky 14n dau - s6 dang k¥ ¢4 hiéu luc
02 nam) duoc cAp s6 dang ky luu hanh tai Viét Nam - Dot 84.

Piéu 2. Nha san xuit va cong ty ding ky thubc ¢6 trach nhiém cung cap
thudc vao Viét Nam theo diing céc hé so tai liéu dd dang ky v6i Bo Y t€. S6 dang
ky duoc Bo Y t€ Viét Nam cdp phai duge in 1én nhin thude. S6 dang ky ¢ ky
hiéu VN2-...-13 c6 gid tri 02 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty dang ky thudc, nha san xuat
phai phdi hop véi cac ca s& diéu tri dé thyc hién theo ding cdc quy dinh hién
hanh vé thudc ké don va theo doi hiéu luc, do an toan, tdic dung khong mong
muén ciia thudc trén ngudi Viet Nam. Cong ty déng ky ¢6 trach nhiém tong hop
cac bdo cdo cha cac don vi trén vé Cuc Quan 1y Duge theo ding quy dinh hién
hanh méi 06 thdng mot 1an.

Diéu 4. Nha san xudt va cong ty dang ky thudc phai chdp hanh diy du
phép luat cia nu6c CHXHCN Viét Nam va cic quy dinh clia Bo Y t€ vé nhép
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khdu thudc va luu hanh thuéc tai Viét Nam; néu c6 bét cif thay déi gi trong qué
trinh luu hanh thu6e & nuéc sé tai va & Viet Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t€ Viét Nam.

Diéu 5. Quyét dinh niy c6 hiéu luc ké tir ngay k¢ ban hanh.

Diéu 6. Gidm d6c S3Y t& c4c tinh, thanh phé truc thuse trung uong, gidm
d6c nha san xuat va cong ty dang ky c6 thuc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

CUC TRUOGNG

Noi nhdn:

- Nhu Diéu 6;

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

- Cuc Quén Y - B Quéc phong, Cuc Y t& - Bo Céng an;
- Cyc Y t€ Giao thong van tii - B6 Giao thong vin tii;

- Téng cuc Hai quan - B6 Tai chinh;

- Bdo hiém X4 hoi Viet Nam:

- Vu Phép ché, Cuc Quén 1§ Khdm, chita bénh - Bo Y t€,
Thanh tra Bo Y 1&; .
- Vién KN thuéc TW, Vién KN thu6c TP. HCM: L

- Téng Cong ty Dugc VN, Truong Quéc Cuong
- Cic Cong ty XNK Dugc phdm:

- Céc Bénh vién & Vién c6 giudng bénh truc thuoe Bo Y t&;

- Website clla Cuc QLD, Tap chi Duge va MP - Cuc QLD;

- Luu: VP, KDD, PKT(10).
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CUC QUAN LY DUGQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phue

DANH MUC 04 THUOC CHUA HOAT CHAT KHANG VIRUS PUGQC CAP SO PANG KY

LUU HANH HIEU LUC 02 NAM - BOT 84

Ban hanh kém theo quyét dinh s6:44.4/QD-QLD, ngay£1./42/.2043

1. Cong ty ding ky: Aurobindo Pharma Ltd. (D/c: Plot No. 2, Maitrivihar, Ameerpet,
Hyderabad, Andhra Pradesh - 500 038 - India)

1.1 Nha sin xuit: Aurobindo Pharma Ltd. (D/c: Unit III, Survey No 313, bachupally Village,
Quthubullapur Mandal, Ranga Reddy District, Andhra Pradesh - India)
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. £ Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cach
Ll Tewthnge s Ham lwgng ché tho | chuén dong gbi S0 dang ky
1 [Tenofovir Disoproxil  [Tenofovir disoproxil {Vién nén 24 INSX |[Hop1lg 30 VN2-212-13
Fumarate Tablets 300mg |fumarate 300mg thang vién
5
2. Céng ty ding ky: Céng ty TNHH Dwgc phim Vietsun (B/c. TT2 - B42 Khu d6 thi Vin Qudn, 2
P. Phiic La, Q. Ha Déng, Ha Noi - Viét Nam) &
2.1 Nha san xuit: Incepta Pharmaceuticals Ltd. (D/c: Dewan Idris Road, Zirabo, Savar, Qhaka%
Bangladesh) =
=
. £ Hoat chit chinh - | Dang bao Tudi| Tidu | Quy cach =
S1E Ten thuoe Ham luwgng ché tho |chuén dong géi S8 ding ky O
2 |Stemvir Tenofovir disoproxil|Vién nén bao| 24 [NSX {Hoép3vix4 VN2-213- 13%
fumarat 300mg phim thang vién
3. Céng ty ding ky: GlaxoSmithKline Pte., Ltd. (B/c: 150 Beach Road Gateway West 21 Floor,
189720. - Singapore)
3.1 Nha sin xuit: Glaxo Operations UK Ltd. (B/c: Priory Street, Ware, Hertfordshire, SG12
ODJ - UK)
n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ e ,
L Fen thube Ham lwong ché tho |chudn dong géi S fling ky
3 |Kivexa Abacavir (dudi dang|Vién nén baol 24 [NSX |HopSvix 6 VN2-214-13
Abacavir sulfate)  |phim thdng vién
600mg; Lamivudin

300mg
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4. Cong ty ding ky: Hetero Labs Limited (P/c: "Hetero House" H. No: 8- 3- 166/7/1, Erragadda,
Hyderabad-500018, Andhra Pradesh - India)

4.1 Nha san xuét: Hetero Labs Limited (D/c: Unit Il # 22-110, 1.D.4 Jeedimetla, Hyderabad,
Zip - 500055, Andhra Pradesh - India)

. v Hoat chit chinh - Dang bao Tudi| Tiau Quy céich Sé A3 .
Ton thupg Ham legng ché the |chuin|  déng g6i wong by
Tenof Tenofovir disoproxil | Vién nén bao] 24 [NSX [Lo 30 vién
fumarate 300mg phim thang
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