BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Ty do - Hanh phiie
ss: A3F  /0P-QLD Ha N¢i, ngay OS thang ¥ nam 2013
QUYET PINH

Vé viéc ban hanh danh muc 06 thuéc nudc ngoai (thude chia hoat chét
khéang virus dang ky lan d4u - s6 dang k¥ c6 hiéu luc 02 nim)
dugc cdp sé dang k¥ luu hanh tai Viét Nam - Dot 82

CUC TRUOGNG CUC QUAN LY DUGC

Can ct Luat Duge ngay 14/6/2005;

Can c Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cita Chinh phit quy
dinh chic nang, nhiém vy, quyén han va co cdu t8 chiic cha BO Y t€;

€an o Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cita Bo trubng
Bo Y t& vé viéc quy dinh chic ning, nhiém vu, quyén han va co cfu t6 chitc cha
Cuc Quén 1y Dugc thudéc BO Y t&€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 ctia Bo trudng Bo Y t€ vé viec stra d6i, bd sung Diéu 3 Quyét dinh s8¢
53/2008/QD-BYT ngay 30/12/2008 cia B trudng Bo Y t€ quy dinh chifc nang,
nhiém vu, quyén han va co c4u t8 chitc cia Cuc Quén 1y Dugc thuoc Bo Y t&;

Cian ¢t Thong tu s§ 22/2009/TT-BYT ngay 24/11/2009 cla Bo Y t&€ quy
dinh viéc diang ky thudc;

Cin cit § kién cha Hoi dong tr véan cdp s6 dang ky luu hanh thuéc - BO Y
t&;

Xét dé nghi cha Trudng phong Dang ky thude - Cuc Quan 1y Dugc,
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 thudc nudc
ngoai (thudc chda hoat chét khéng virus dang ky ldn dau - s8 dang k¥ ¢6 hi¢u huc
02 nam) duoc cip s6 dang k¢ luu hanh tai Viét Nam - Dgt 82.

Pidu 2. Nha sin xust va cong ty ding ky thusc c6 trach nhiém cung cép
thuSc vao Viét Nam theo diing céc hé so tai lieu dd ding ky véiBO Y té. S6 dang
ky dugc Bo Y € Viét Nam cp phéi duge in lén nhan tt|1u6c. S ding ky c6 ky
higu VN2-...-13 c6 gié tri 02 nam k& ti ngay ky Quyét dinh. e

| ié u4 trinh hyw hanh, cong ty diang k¢ thudc, nha san xu
phai p]?ﬁllé‘lll(gp 32;) Iclzgcqcc s@ diéu tri 'dé thuc hién theo ding géc qt;()rzl giénhnigig
hanh vé thub’c ké don va theo ddi hiéu luc, do an to’én, Eéc hl_m%i b %y one
muén cha thude trén ngudi Viét Nam va téng hop, bdo cdo theo ding quy di
hién hanh méi 06 thang mot 1an vé Cyc Quan 1§ Dugc.



DPiéu 4. Nhi sin xuft va cong ty ding ky thuSc phdi chfp hanh diy du
phép luat cip nuéc CHXHCN Viet Nam va cdc quy dinh ctia Bd Y t€ vé nhap
khdu thudc i luu hanh thuéc tai Viét Nam; néu cb bét cit thay ddi gi trong qué
trinh luu harh thudc & nudc s& tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B8 Y t€ Viét Nam.

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

Piéu . Gidm d6c S3 Y 1€ cdc tinh, thinh ph6 truc thudc trung wong, gidm
d6c nha sany xuft va cong ty déng ky c6 thube tai Diéu 1 chiu trdch nhiém thi

hanh Quyét [dmh nay./.

Noi nhén:
- Nhu Diéu 6;
- B0 truémg Nguyén Thi Kim Tién (d€ b/c);
- Cuc Quan BOQudcphbng Cuyc Y 1€- Bo Cong an;
- Cuc Y t€ Gigo thong van tii - Bo Giao thong van tai;
- Téng cuc Hii quan - Bo Tai chinh;
- Bo hiém X hoi Viet Nam;
- Vu Phép chf, Cuc Quan 1y Khdm, chita benh - B) Y t€,
Thanh tra BojY t&;
- Vién KN thpde TW, Vién KN thudc TP. HCM; - .
- Téng Cong by Duoc VN¢ Toig Quﬁ'c Cuong
- Céc Cong tj XNK Duoc phém;
- Céic Bénh vien & Vién c6 giudng bénh fryc thude Bo Y t&;
- Website ciip Cyc QLD, Tap chi Dugc vh MP - Cuc QLD;
D, DKT(10),
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CUC QUAN LY DUGC

BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lip - Ty do - Hanh phiic

DANH MUC 06 THUOC CHUA HOAT CHAT KHANG VIRUS DUQC CAP SO PANG KY

LUU HANH HIEU LUC 02 NAM - BOT 82

Ban hanh kém theo quyét dinh S('S/:[(tg??})D-QLD, ngay M%Z&’f j

1. Cong ty ding ky: APC Pharmaceuticals & Chemical Ltd. (P/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

1.1 Nha san xuit: APC Pharmaceuticals & Chemicals (D/c: H19 MIDC Aurangabad (MS)

431210 - India}

o Hoat chit chinb - | Dang bao |Tudi| Tidu | Quy cich £ ,
STT Tén thube Ham hrong ché tho {chudn| dbng g6i S0 diing ky
1 |Tenifo E Tenofovir disoproxil | Vién nén baoy 36 |NSX [Hop!lvix 10 VN2-94-13
fumarate 300mg;  |phim thang vién
Emtricitabine
200mg

2. Cong ty ding ky: APC Pharmaceuticals & Chemicals Ltd. (D/c: Suite 2102, 21/F Wing on
centre, 111 Connaught Road, Cetral - Hong Kong)

2.1 Nha sdn xuéit: Atra Pharmaceuticals Pvt, Ltd (B/c: H-19, MIDC Waluj Aurangabad 431133

- India)
. Hogt cbift chinh - | Dangbao |Tudi| Titu | Quycich | & a0 iy
STT Tén thude Ham lrgng ché tho {chuén{ doéng goi ang ky
2 |Tenifo Tenofovir disoproxil|Vién nén bao| 36 |INSX [Hop 1 vix 10 VN2-95-13
fumarate 300mg phim thang vién

3. Cong ty ding ky: Cong ty TNHH Dwge phdm Tay Huy (D/c: 29/31/7 Pt Thdnh, Phuong 6,
Q. Tdn Binh, Tp. H6 Chi Minh - Viét Nam)

3.1 Nha sin xuft: Macleods Pharmaceuticals Ltd. (B/c: Plot No. 25&27, Survey No. 366
Premier Industrial Estate, Kachigam, Daman - 396210 (U.1) - India)

) Hogf:qhﬂ chinh -

Dang bﬁo Tuéi Tié“ Q“y Ca’;Ch S6 ﬁﬁ!‘lg ky',
STT Tén thube g £ |'the lchudn| dong goi
. Him Iugng ch ¢ chuan gg
3 |Tenofovir Disoproxil  {Tenofovir disoproxil| Vién nén bao 2’4 NSX Hfjﬂp 3vix10 VN2-96-13
Fumarate Tablets fumarate phim thang vién




I

[ [T5oome [300mg T T 1 ]
4. Céng ty ding ky: I Hwa Co., Ltd. (D/c: 437 Sutaek-dong, Guri-shi, Kyonggi-do - Korea)
4.1 Nha san xuit:/Kyung Dong Pharm Cp., Ltd. (P/c: 535-3, Daeyang-li, Yanggam-Myun,
Hwasung-si, Gyeohggi-do - Korea)
-
2. ‘
£ Hogt chit chinh - | Dang bao |Tudi| Tiéu | Quy cach ,
STT Tén thudc Ham hrgng ché tho |chufn dong goi S0 déng ky
4 |llfola Unfilm-Coa Adefovir dipivoxil - | Vién nén 36 INSX |Hop3vix10 VN2-97-13
- |Tablet 10mg - {khéng bao  |thang vién
" 1phim
3. Cong ty diing *(y: Kolon I Networks Corporation (D/c: 533-2 Gasan-dong, Geumcheon-gu,
Seoul - Korea)
5.1 Nha san xu%: Samjin Pharmaceutical Co., Ltd. (D/c: 904-2, Sangsin-ri, Hyangnam-Eup,
Hwaseong-Si, Gyeonggi-do - Korea)
A \ Hoat chit chinh - Dang bao Tudi| Tiéu Quy cich X ,
STT Tén thudg Ham hrgng ché | tho [chukn| donggsi | S0 iR NY
5 |Peliva tablet Adefovir dipivoxﬁ Vién nén 24 INSX |Hép1lo 30 VN2-98-13
10mg : thang vién 7
6. Cong ty ding ky: Ranbaxy Laboratories Ltd. (D/c: 12th floor, Devika Towers, 6 Nehru Place
New Delhi 110019 - India)
6.1 Nha sin xyét: Ranbaxy Laboratories Ltd. (B/c: Paonta Sahib District Sirmour, Himachal
| Pradesh 173 005 - India)
; Hoat chit chish - | Dang bao |Tudi| Tidu| Quy cach
| |STT Tén t ¢ J ang uy cac £ ax .
" h+c Ham hryng ché the |chuéin| déng gbi 50 ding ky
6 [Tevir 300 Tenofovir disoproxil | Vién nén baol 24 INSX ([Hop 1 chai 30 VN2-99-13
fumarate 300mg phim thang vién
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