BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC boc lap - Tu do - Hanh phic
ffjﬂ ?IQD-QLD Ha Ngi, ngay E"},F thing //f ndm 201 1
QUYET DINH

Vé vigc cong bd 04 18n thudc nude ngodi (thude chida hoat chat khdng virus -
0 dang k¥ co hiéu luc 01 nam) duge phép luu hanh tai Vigt Nam - Bot 75

CUC TRUGNG CUC QUAN LY DUGC

Can i Luat Dugc ngay 14/6/2005;

Can ctr Nghi dinh s& 188/2007/ND-CP ngay 27/12/2007 cha Chinh pha
quy dinh chifc néng, nhiem vu, quyén han va co cdu té chife cia Ba Y 18;

Can cif Quyét dinh s& 53/2008/QD-BYT ngay 30/12/2008 ciia Bd trudng
B& Y 1€ vé viéc quy dinh chic nang, thiém vu, quyén han va co cdu 6 chic cha
Cuc Quan 1y duge thude Bo Y 18,

Cin cof Thong wr s6 22/72009/TT-BYT ngay 24/11/2009 coa Bo Y & quy
dinh viéc ding ky thudc;

Can ot v kién cia [Hoi dong Xét duyét thude - Bo Y t&;
Xét dé€ nghi cha Trrong phong Dang ky thude - Cuc Quan 1y duge,

QUYET PINH:

Piéu 1: Cap sd dang k¢ cho (4 thudc nuodc ngodi (thudc chia hoat chit
khang virus - s6 ding k¢ c6 hiéu luc 01 niim) deoc phép huu hinh tai Viét Nam
{danh muc kém theo) - Pot 75.

Piéu 2: Cong ty san xuat va eong ty ding k¥ thudc cd trach nhiém cung
cap thude vao Viét Nam theo ding céc hé so ta1 idu dd dang k¥ v&i B6 Y €. 55
dang k¥ duwoe Bo Y 1€ Viét Nam cdp phai dugce in 1én nhan thude. S& dang k¥ cd
k§ hiéu VN1-...-11 ¢6 gid tr 01 nam k€ tit ngay k¢ Quyét dinh.

Bitu 3: Trong qué trinh luu hinh, nha sdn xudt phai két hgp véi cde co sb
diéu ti dé thye hién theo diing cdc quy dinh hién hanh vé thudc ké don va theo
d@ higu lye, d¢ an toan, tic dung khing mong mudn cia thudc trén ngudi Viét
Nam va 1dng hop, bdo cdo theo ding quy dinh hién hianh méi 06 thing mot lin
vé Cuc Quan 1y dugc.

Biéu 4: Quyet dinh nay ¢ hiéu luc k€ tir ngay k¥ ban hanh.



biéu 5. Gidm d6c S& Y t& cdc tinh, thanh pho truc thude trung uong, gidm

déc cong ty san xut va cong ty dang ky c¢6 thude tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPac lip - Tw do - Hanh phic

DANH MUC 04 THUOC CHUA HOAT CHAT KHANG VIRUS BUQC CAP
SO DPANG KY LUU HANH HIEU LUC 01 NAM - BOT 75

STT Tén thube i Hoat chit  {Dang thude

chinh ham hrgung

. Tiéu | Quycach | .z . .
d
Ll chuin| d6ng géi 36 dang ky

1. CONG TY PANG KY
Amtec Healthcare Pvt., Ltd.
204, Dattasai Complex, RTC X
Roads, Hyderabad 500020 -
India

1.1 Nha sén xuit
Atoz Pharmaceuticals Pvt. Ltd.

No. 12 Balaji Nagar Ambaitur, -
Chennai - 600 053 - India

—

Adeforin 10 Adefovir Vién nén - |36 thang|NSX |Hop3 vix | VNI1-577-11
' dipivexil 10mg 10 vién

2. CONG TY PANGKY
APC Pharmaceuticals &
Chemicals Ltd.

Suite 2102, 21/F Wing on
centre, 111 Connaught Road,
Cetral - Hong Kong

2.1 Nha san xuit
Atra Pharmacecuticals Pvt. Ltd

H-19, MIDC Walyj Aurangabad
431133 - India

21 Tenifo Tenoforvir Vién bao 24 thang[NSX |Hép3vix | VNI-578-11
disoproxil phim - 10 vién
fumarate 300mg

3. CONG TY BANGKY
Getz Pharma (Pvt) Lid.

Plot No. 29-30/27 Korangi
Industrial Area, Karachi 74900
- Pakistan

3.1 Nha san xuft

i Getz Pharma (Pvt) Ltd.

Plot No. 29-30/27 Korangi

Industrial Area, Karachi 74900 -
Pakistan

ol

Vién nén bao phim Getino-B Tenoforvir Viénnén |24 thang|NSX {Lo 30 vién [ VNI1-579-11
300mg disoproxil bao phim - nén/hop
fumarate 300mg

4. CONGTY PANGKY! | e B ] ST

Trang 1



iTT

Tén thude

i Fad
Tiéu

Novartis Pharma Services AG

Lichtstrasse 35 - 4056 Basel -
Switzerland

4.1 Nha san xuét
Novartis Pharma Stein AG
Schaffhauserstrasse CH-4332 Stein
- Switzerland

Sebivo

Hoat chit Dang thude Tubi th Quy cach
chinh ham fwgng |~ "% Y19 chudn dong géi
Telbivudine Viénnén |24 thing(NSX |Hép 2 vix
hao phim - 14 vién
600mg

86 ding iy

VIN1-580-11

Trang 2

Trirong Quéc Cudng
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