BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lip - Ty do - Hanh phiic

sé: «29¢ /OP-QLD Ha Néi, ngay 08 thingd/ nédm 2013

QUYET PINH
Vé viéc ban hanh danh myc 03 thube sin xuit trong nwée (thudce chira hoat chit
khing vi rit, ding k{ lin d8u - s6 ddng k¥ c6 hi¢u lye 02 nim)
dwrye clip sb dding ky lru hanh tai Vigt Nam - Dot 142

CUC TRUONG CUC QUAN LY DUQC

Cén o Luft Dugc ngay 14 thang 6 nim 2005;

Cén cir Nghi dinh sé 63/2012/ND-CP ngiy 31/8/2012 cia Chinh phi quy
dinh chitc ning, nhiém vy, quyén han v co cu té chirc clia B5 Y té;

Can cir Quyét dinh s 3861/QD-BYT ngay 30/9/2013 ciia B trudng B§ Y
te vé viéc quy dinh chirc ning, nhiém wy, qu}fén han vi co ciu té chire cia Cyc
Quén Iy Dugce thudc B Y té;

Can cir Thing tu s6 22/2009/TT-BYT ngiy 24/11/2009 cia B Y t& quy
dinh viée ding ky thube;

Cin ¢ v kien cia Hji dong tu van cip s6 dang ky luu hanh thude B3 Y té;
Xét d& nghj cia Trudmg phong Piang ky thube - Cyc Quén 1y Duge;

QUYET PINH:

Pigu 1. Ban hanh kém theo Quyét dinh niy danh muc 03 thuuc san xudt
trong muée (thube chira hnat chit khéng vi rit, ding ky 4n déu — s6 ding k¥ co
hiéu lyc 02 nam) duge cdp s6 ding ky lvu hanh tai Viét Nam - Dot 142,

Piéu 2. Cﬂnglg'san xuidt vi obn t}rdﬁngk)rmthuuc luu hanh phai in 6
ding ky dwgc B Y té cap lénnhﬁnﬂ'l va phai chép hanh ding cic quy ché c6
lién quan dén san xuit va lru hanh thube. $6 dang ky ¢6 ky hiéu QLDB-...-13 ¢6
gid tri 02 niim ké tir ngdy ky Quyét dinh.

Didu 3. Trong qua trinh luu hanh nha san xuét phai két hop véi céc co sd
diéu trj & thye hién theo ding cic quy dinh hlE:I‘.l hanh vé thudc ké don vi theo di
hiéu lire, d5 an toan, tic dyng khong mong mudn cia thubc trén ngudi “q.-"lét Nam

\ratunghgp,béncﬁnthmdﬁngqu}rm,nhhj&nhﬁnhmﬁiﬂﬁméngmqt urel‘.},tc
Quan 1y Duge.



Diéu 4. Quyét dinh nay c6 hiéu Iyc ké tir ngay ky ban hanh.

Biéu 5. Gidm dbc $6'Y té céc tinh, thanh pho tryc thuge trung wong va gidm

dbc cong ty san xuét va cong ty ding ky cé thudc tai Piéu 1 chiu tréch nhiém thi
hanh Quyet dinh nay./.

Noi nhin: '
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- Cuc Y té giao thong van tii- B§ GTVT; iy
- Téng Cyc Hai Quan- B§ Tai Chinh; . f‘_r i
- Bao hiém xa hoi Viét Nam; IR e
'-'Vu Phép ché, Cuc Quén 1y Khém, chira bénh - B Y té; Thanh\ o
tra B3 Y té; 5 5 e =
- Vién KN thubéc TU va VKN thuoc TP.HCM; ki X A
- Tong Céng ty Dugc VN; Tﬁﬁ?n_g Ql.mc Cuong
- Céc bénh vién, Vign ¢o givdmg bénh truc thuge BYT;
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BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY bUQC

Pjc lap - Ty do - Hanh phie

DANH MUC 03 THUOC SAN XUAT TRONG NUGC BUGC CAP SO DANG KY
HIEU LUC 02 NAM (THUOC CHUA HOAT CHAT KHANG VIRUT, DANG KY LAN DAU) - DQT 142

Ban hanh kém theo quyét dinh s6£97). /QD-QLD, ngay (8./4../s704%
1. Cong ty ding ky: Cong ty ¢b phin du’q’c phim Ampharco U.S.A (B/c: KCN Nhon Trach 3,
huyén Nhon Trach, tinh Déng Nai - Viét Nam)

1.1 Nha sin xufit: Cong ty ¢d phin dugc phAim Ampharco U.S.A (B/c KCN Nhon Trach 3,
huyén Nhon Trach, tinh f)ong Nai - Viét Nam)

_ A % Hoat chit chinh - | Dang biao |Tudi| Ticu Quy ciach S diine ky
STT Tén thude Ham lugng ché | tho |chuin| dong goi ng Ky
1 |Ambihep Adefovir dipivoxil |Vién nén 36 [TCCS |Hop 1 vi, 3 vi, | QLDB-401-13
10mg | thang 10 vix 10 vién |

2. Cong ty ding ky: Cong ty TNHH LD Stada-Viét Nam. (P/c: K63/1 Nguyén Thi Sac, dp My
Hoa 2, xd Xudn Thoi Dong, huyén Hoc Mén, Tp. HCM - Viét Nam)

2.1 Nha san xuit: Céng ty TNHH LD Stada-Viét Nam (P/c: S6 40 Pai 16 Tu Do, KCN Viét Nam
- Singapore, Thudn An, Binh Dwong - Viét Nam)

STT Tén thuée Hoat chit chinh - | pang pao |Tudi] Tiéu [ Quy cach

S$6 diang ky
Ham lwong ché | the [chudn|  déng goi Ang ky

2 |Tefostad 300

Tenofovir disoproxil | Vién nén baof 36 [TCCS [Hop3 vix 10
fumarat 300mg phim thang vién, hop | chai
60 vién, hop |
chai 100 vién

QLDbB-402-13

3. Cong ty diing ky: Cong ty TNHH san xuét thwong mai dwec phim NIC (NIC Pharma) (D/c:
Lo 11D duwong C, Khu cong nghi¢p Tdn Tao, qudn Binh Tdn, ip. Hb Chi Minh - Vigt Nam)

‘3.1 Nha san xuit: Cong ty TNHH san xuit thwong mai dugc phim NIC (NIC Pharma) (B/c:
L6 11D duomg C, Khu cong nghi¢p Tan Tao, qudn Binh Tan, tp. Ho Chi Minh - Viét Nam)

STT Tén thubc Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quycdch | g5 diing ky
Ham lugng ché tho [chuin| déng géi -
o Tenofovir disoproxil Hép 3 vi, 5 vi x
3 |Tenofovir Nic fumarat 300mg Vién nénbaol 36 |rccg |10 vien. Chai QLDB-403-13
phim théng 30 vién /




