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CUC QUAN LY DUGQC Pdc lip - Ty do - Hanh phic
$6: 432/ /1QP-QLD Ha Néi, ngay (Zthdng ¥ ndm 2014
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 ctr Lufit Dugc ngdy 14 thing 6 n&m 2005;

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

Cin ¢t Quyét dinh sb 3861/QP-BYT ngay 30/9/2013 clia B$ trudng Bo Y
t& v& viéc quy dinh chitc niing, nhiém vy, quyén han va co céu t6 chtc ciia 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 ding ky thudc;

Ciin cir y kién ctia Hoi ddng tu vén clp sb ding ky luu hanh thudc B Y t&;

Xét @ nghj ciia Trudng phong Ding ky thuée - Cuc Quén 1y Dugec;

QUYET PINH:

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

Dién 2. Cﬁngtysénmﬁtvécﬁn 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,
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Pitu 4. Quyét dinh ndy cé hiéu lyc ké tir ngay ky ban hanh.

Didu 5. Gism dbc S& Y th céc tinh, thanh phé trye thude trung vong v gidm
dbc cangtysanmé:vacangtydnngkycéthuécmﬂéu 1 chju tréch nhiém thi
hanh Quyét dinh ndy./.

Noi nhin:
- Nhu Didu 5;
- BT. Nguyén Thj Kim Tién (88 bic);
- Cyc Quédn y - BY Quéc phong, Cyc Y 16 - BY CA;
- Cuc Y té giao théng viin thi- B8 GTVT;
- Téng Cyc Hii Quan- B§ Tai Chinh;
- Bio hiém x& héi Vigt Nam;

traBO Y t6; <7 st
- Vién KN thude TU va VKN thuéc TP.HCM; — :

- Téng Céng ty Duge VN;

- Céc bésh vién, Vién cb girdmg bénh trye thudc BYT;
- Website ciia Cyc QLD, Tap chi Dwge My phéim — Cye QLD;
- Lwu: VP, KDD, DKT (2b).
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BOYTE
CUC QUAN L\_" DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic I§p - Ty do - Hgnh 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: 454-/QD-QLD, ngdy £ /08/2014

* 1. Cong ty diing ky: Cong ty cd phiin sin xukt - thwong mai Drge phim Bong Nam (D/c: Ls-
24, Puong s6 14, KCN. Tan Tao, Q. Binh Tdn, TP. Hé Chi Minh - Vigt Nam)

1.1 Nha sin xufit: Céng ty cd phin sin xufit - thwong mgi Duge phim Déng Nam (/¢ Lo %
24, Duomg 56 14, KCN. Tén Tao, Q. Binh Tén, TP. H6 Chi Minh - Viét Nam) 5
By
Hogt chét chink - | Deng bao (Tudi| Tien Quy céch :E
NEE Tén thue Ham logng ~ ché | tho |chudn| d6ng goi 86 ding §£§5
1 [Dostem 10 mg - |Adefovir dipivoxil |Viénnén | 36 [TCCS [Hop3vi,6vi, | QLDB-445-1&
10 mg 10 vi x 10 vién; ol
chai 30 vién, 60 N
vién, 100 vién i,
2. Cong ty &iing ky: Cong ty TNHH dwgc phim Pt Vi Phii (B/c: L6 M7A-CN, Pudmg D17, =
KCN My Phube, tinh Binh Duong - Vigt Nam) | =
2.1 Nha sén xufit: Céng ty TNHH duye phim Dot Vi Phs (B/c: L6 M7A-CN, Duomg D17, KCI-
My Phudv, tinh Binh Dwong - Vigt Nam) "
g
Hogt chit chinh - | Dgng bao |Tudi| Tita | Quy cich .-
STT Tén thude Hikue Tgrug ché | the |chuln| déng goi 86 ding ky =
2 [Tehep-B Tenofovir disoproxil( Vién nén bao] 36 |TCCS [Hop4vix7 | QLDB447-14
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 (B/c: 521 An Li, 2 Hoa Lyi huyén
Bén Cat, tinh Binh Duong - Vigt Nam) o
STT Téa thube Hogt chét chinh - | Dgngbio |Tudi| Tiw [ Quycich | s5
| Himlwng |  ché | tho |chuin déng géi '/‘mky
3 |Invinorax 300 Tenofovir disoproxil (Vién nén bao TCCS 3vix10 B-448-14
tSOONLJﬂD ' d u%-
Trahg 1

Trrong Quéc Cudmg
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