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QUYET PINH

mye 03 thudc sin xudt trong nwréc (thube chira hoat chit

M k¥ lin alu - 56 dling k¥ c6 higu hye 02 niim)
duge chp 1 g ky lra hanh tai Viét Nam - Dot 146

CUC TRUGNG CUC QUAN LY DUGC

Cin cir Luéit Duge ngay 14 théng 6 nam 2005;

Cin cir Nghj dinh sb 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phii quy
dinh chirc niing, nhiém vy, quyén han va co ciu tb chic cia B Y té;

Cin ¢t Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 clia B$ trudmg Bo Y
té v& viéc quy dinh chitc niing, nhiém vy, quyén han va co céu td chirc cia Cyc
Quén Iy Dugc thugc B Y t&;

Can o Théng tu sb 22/2009/TT-BYT ngiy 24/11/2009 cia By Y té quy
dinh viéc diing ky thubc;

Ciin ctr y kién ctia Hoi ddng tu vén clp sb ding ky luu hanh thudc B Y té;

Xét 48 nghj cia Trudng phong Diing ky thuée - Cuc Quan ly Dugc;

QUYET PINH:

Ditu 1. Ban hanh kém theo Quyét dinh ndy danh myc 03 thuéc sin xuét
trong nudc (thubc chia hoat chét khéing vi rat ding ky lin dBu — s6 ding ky c6
hiéu lyc 02 nim) dugc cip sb diing ky luu hanh tai Viét Nam - Dot 146.

Dién 2. Cﬁngtysénxuﬁtvécﬁn ty &ang ky c6 thubc hwu hanh phai in sé
déngk)'rduchéYtpcéplénnhﬁnthugcvéphéj chép hanh &iing céc quy ché c6
lién quan dén sin xuét va hru hanh thubc. Sé diing ky c6 ky hiéu QLDB-...-14 ¢6
gié trj 02 nim ké tir ngay ky Quyét dinh.

_ Diéu 3. Trong qué trinh luu hinh, nhd sén xuét phai két hop véi cée co 5o
diéu trj 4 thyc hién theo diing céc quy dinh hién hanh v& thudc ké don va theo ddi
hiéu lyc, 49 an toan, téc dung khéng mong muén ciia thudc trén ngudi Viét Nam.
Cdng ty ding ky cé trich nhiém tdng hop céc béo céo clia céc don vi trén vé Cyc
Quén 1y Dugc theo diing quy dinh hién hinh m3i 06 thing mét lan,



Pitu 4. Quyét dinh ndy cb hiéu lyc ké tir ngay ky ban hanh.

Didu 5. Giam dbc S& Y th céc tinh, thinh phé tryc thudc trung vong va giém
dbec cangtysanmé:vacangtydnngkycéthuécmﬂéu 1 chju tréch nhiém thi

hanh Quyét dinh ndy./.

Noi nhin:

- Nhu Didu 5;

- BT. Nguyn Thi Kim Tién (88 bic);

- Cyc Quén y - BY Quéc phong, Cyc Y 16 - BY CA;
- Cuc Y té giao théng viin thi- B§ GTVT;

- Téng Cyc Hai Quan- B§ Tai Chinh;

- Bio hiém x& héi Vigt Nam; Bl
- Vy Phép ché, Cyc Quin Iy Khém, chita bénh - BY Y 1&; Chanké
traB§ Y t; 2
- Vién KN thude TU va VKN thuéc TP.HCM;

- Téng Céng ty Duge VN;

- Céc bénh vién, Vién cb girdmg bénh tryre thudc BYT; _
- Website ciia Cyc QLD, Tgp chi Dwge My phéim — Cye QLD;

- Liu: VP, KDD, PKT (2b).
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc I§p - Ty do - Hynh phiic

DANH MUC 03 THUOC SAN XUAT TRONG NUGC BUQC CAP S0 PANGKY
HIEU LUC 02 NAM (THUOC CHUA HOAT CHAT KHANG VIRUT PANG KY LAN PAU) - DOT 146 |

Ban hinh kém theo quyét dinh sé: 45-/QD-QLD, ngdy £« /0812014

* 1. Cong ty diing ky: Cong ty c8 phiin sin xudt- thiong mai Duge phim Bong Nam @/e: L6
24, Puong s6 14, KCN. Tan Tao, Q. Binh Tdn, TP. Hé Chi Minh - Viét Nam)

1.1 Nhi sin xufit: Céng ty cd phin sin xufit - thwong mai Duge phim Déng Nam (B/c: L6
24, Duomg 56 14, KCN. Tén Tao, Q. Binh Tén, TP. H6 Chi Minh - Viét Nam)

Hogt chiit chinh - Daug bao Tudi| Tign Quy céch _
VLY Tén thube Ham luyng ~ ché | tho |chudn| dbng goi S8 dhng ky
1 [Dostem 10 mg . |Adefovir dipivoxil |Vién nén 36 |TCCS [Hop3vi,6vi, | QLDB-446-14
10 mg 10 vi x 10 vién;
chai 30 vién, 60
vién, 100 vién

2. Céng ty ding kj: Cong ty TNHH duye phim Bt Vi Phi (/c: L6 M7A-CN, Dudng D17,
KCN My Phuoe, tink Binh Duong - Vigt Nam) '

2.1 Nha sén xuft: Céng ty TNHH duye phim Det Vi Phi (D/c: L6 M7A-CN, Puiomg D17, KCN
M) Phudc, tinh Binh Duong - Vigt Nam)

Hogt chit chinh - | Dgng bdo |Tudi| Titu | Quy cich '
s Tén thube Ham lrgng ché | tho [chudn| donggei | SO OEnE kY
2 [Tehep-B Tenofovir disoproxil( Vién nén bao] 36 |TCCS [Hop4vix7 | QLDBA447-14
fumarat 300mg  |phim = [théng| vién
3. Cong ty 8iing ky: Céng ty TNHH Shine Pharma (D/c: 3/38/40 Thanh Théi, P.14, Q. Binh Tén,
TP. Hé Chi Mink-) | |
3.1 Nha sin xuiit: Céng ty cb phin diryc phdm Me Di Sun (®/e: 521 An Li, 3 Hoa Lyi huyén
Bén Cat, tinh Binh Duong - Vigt Nam) .
STT Téuthude | Hogt chét chinh - | Dyng bao |Tubi] TE | Quycick | s6
| Himlwong |  ché tho | chuin déng g6i | /‘ iy
3 |Invinorax 300 Tenofovir disoproxil (Vién nén bao TCCS 3vix10 B-448-14
1300mg  him  |ing  bier

Trang | Trwong Quéc Cudmg
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