BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
6: /44 /QP-QLD Ha Ngi, ngay 42 thing & ndm 2012
QUYET PINH

V¢ viée ban hanh danh muc 04 thuéc nuéc ngoai
(thudc chira hoat chat khang virus - s6 dang ky ¢6 hiéu Iuc 01 nim)
dugc cip s6 dang ky luu hanh tai Viét Nam - Dot 78

CUC TRUGNG CUC QUAN LY DUGC

Cin cit Luat Duoc ngay 14/6/2005;

Can cf Nghi dinh s6 188/2007/ND-CP ngly 27/12/2007 ciia Chinh phi
quy dinh chifc ning, nhiém vy, quyén han va co céu t6 chitc ciia BO Y té€;

Can cit Quyét dinh s6 53/2008/QD-BYT ngdy 30/12/2008 cia Bo trudng
Bo Y t€ vé viéc quy dinh chifc nang, nhiém vu, quyén han va co c4u t6 chiic cta
Cuc Quan 1y dugc thuoc BoO Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 cila Bo trudng Bo Y (€ v€ viéc sira d6i, bd sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng BO Y t€ quy dinh chifc nang,
nhiém vy, quyén han va co cflu t8 chitc cia Cuc Quén 1§ dudge thude Bo Y t€;

Cian ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 chia BO Y t€ quy
dinh viéc dang ky thudc;

Can ctt § kién clia Hoi dong Xét duyét thude - Bo Y t&;
Xét dé nghi cia Trudng phong Dang ky thuc - Cuc Quan 1y duge,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nady danh muc 04 thu6c nu6c
ngodai (thudc chita hoat chét khang virus - s6 dang ky ¢6 hiéu Iyc 01 nim) duge
c4p s6 ding ky Ivu hanh tai Viét Nam - Dot 78.

Diéu 2. Cong ty san xuit va cong ty dang ky thudc cé trich nhiém cung
cép thudc vao Viét Nam theo diing céc hé so tai liéu d4 dang ky v6i Bo Y t€. S6
ding ky dugc BO Y t&€ Viét Nam cap phai dugc in 1én nhan thudc. S6 diang ky ¢6
k¥ hiéu VNI-...-12 c6 gi4 tri 01 nam k€ tir ngay k¢ Quyét dinh.

Piéu 3. Trong qu4 trinh luu hanh, nha sin xu4t phai két hgp véi céc co s&
diéu tri dé thyc hién theo ding c4c quy dinh hién hanh vé thuéc ké don va theo
ddi higu luc, do an toan, tic dung khong mong mudn cia thudc trén ngudi Viét
Nam va téng hop, bdo cdo theo ding quy dinh hién hanh méi 06 thdng mot 14n
vé Cuc Quan ly duok.



Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Diéu 5. Gidam d6c S Y t€ cic tinh, thanh phd tryc thudc trung wong, gidm
d6c cong ty san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiju trach nhiém thi
hanh Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 5;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Cao Minh Quang (dé b/c);

- Cuc Quan Y - B Qudc phong, Cuc Y t€ - B Cong an;

- Cuc Y t€ Giao théng van tii — B Giao théng van tai;

- Téng cuc Héi quan — B¢ Tai chinh;

- B3o hiém X3 hoi Viét Nam;

- Vu Phdp ché, Vu Y Dugce ¢6 truyén, Cuc Quéan 1y Khdm chita
bénh - B6 Y t£ Thanh tra BO Y t&;

- Vién KN thudc TW, Vién KN thudc TP. HCM; -
- Téng Cong ty Dugc VN: Truong Quéc Cuong
- C4c Cong ty XNK Dugc phdm;

- C4c Bénh vién & Vién c6 giudng bénh truc thudc BO Y t&;

- Website clia Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

- Luu: VP, KDD, DKT(12).




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CYC QUAN LY DUQC Dic lap - Ty do - Hanh phiic

DANH MUC 04 THUOC NUGC NGOAI CHUA HOAT CHAT KHANG VIRUS PUQC CAP
SO PANG KY LUU HANH HIEU LUC 01 NAM - DJT 78

Ban hanh kém theo quyét dinh sé: .4.’54....../QD-QLD, ngay . b 2012

Hoat chat | Dang thudc
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STT Tén thuoe chinh Wil loghE Tuoi tho 0 dang ky

chufn| d6ng gbi
1.CONG TY PANG KY _

Abbott Laboratories
100 Abbott Park Road, Abbott
Park, Illinois 60064 - USA

1.1 Nha sén xuét
Abbott GmbH & Co. KG.

Knollstrabe 50 67061
Ludwigshafen. - Germany

[a—

Norvir Ritonavir vién nén 24 thang[NSX |Hop 119 30 [ VNI1-671-12
" bao phim - vién, hfp 1
_ 100mg 1o 60 vién

B 2. CONG TY DANG KY 1 |

APC Pharmaceuticals &
Chemicals Ltd.

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

2.1 Nha sdn xuit
Aurobindo Pharma Ltd.
Unit III, Survey No 313 (P),

bachupally (V), Quthubullapur
Mandal, R. R. District, A.P. - India

2| Tenofovir Disoproxil Fumarate and| Tenoforvir viennén |24 thang|NSX |[hdp 1 chai | VNI1-672-12
Emtricitabine Tablets disoproxil bao phim - 30 vién
300mg/200mg fumarate; 300mg;

Emtricitabine  |200mg
__________ :______._’.4_...___?__7__“__“_#_.4_,_..___]F..__J e e
3. CONG TY PANGKY

Boehringer Ingelheim
International GmbH

Binger Str. 173 55216 Ingelheim
am Rhein - Germany

3.1 Nha sin xuét
Boehringer Ingelheim Ellas A.E

Sth km Paiania-Markopoulo 194
00 Koropi - Greece

3| Viramune Nevirapine viénnén - |36 thing|NSX |Hop6vix | VNI1-673-12
N 200mg 10 vién '




Tén thube Hoat chit Dang thude

. Tiéu | Quy cich | oz ,
chinh ham lwgng Tubi th 56 dang ky
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4.CONG TY BANGKY
{Cong ty cb phan Traphaco
75 Yén Ninh, Ba dinh, Ha néi -
Viét Nam

4.1 Nha san xuft
Nycomed Oranienburg GmbH

Lehnitzstrasse 70 - 98 16515
Oranienburg - Germany

Truvada Emtricitabine; |Viénnén )36 thang|NSX [Hop 110 30 [ VN1-674-12
Tenofovir bao phim - vién
disoproxil 200mg;
fumarate 300mg
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