BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phiic
S6: 255 /QDP-QLD Hé Noi, ngay Hthdang 6 ndm 2017
QUYKET PINH

Veé viéc ban hanh danh muc 06 thude san xudt trong nuée (thudc chita hoat chét
khdng virus ding ky lan diu - s6 diing ky c6 higu Iyc 02 nim)
dwge cp s6 ding ky lwu hanh tai Vigt Nam - Dot 158

CUC TRUGNG CUC QUAN LY DUQC

C#n c&r Luat Dugc ngay 06 thang 4 nam 2016;

Cin ctr Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chic ndng, nhiém vy, quyén han va co chu td chirc cia BO Y té;

Cin ctt Quyét dinh sb 3861/QD-BYT ngdy 30/9/2013 ciia By trudng Bo Y
té vé viéc quy dinh chirc ning, nhiém vy, quyén han va co cau td chuc cia Cyc
Quén ly Dugc thude Bo Y té;

Ciin & Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cta BS Y té qui
dinh viéc ding ky thudc,

Ciin cir v kién ctia Hoi d@dng tu van cép s6 ding ky luu hanh thudc Bo Y té;
Xét dé nghi ciia Phong Ding ky thudc - Cuc Quan Iy Dugc;
QUYLT PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh myc 06 thubc sén xuét
trong nude (thube chira hoat chét khang virus ding ky 13n dAu — sb ding ky c6 higu
lyc 02 néim) dugc c'ép s6 dang ky lwu hanh tai Viét Nam - Dot 158.

Pidu 2. Cong ty san xuét va cong ty ding ky co thudc luu hanh phai in s6
dang ky duge BO Y té cép 1én nhan thubc va phai chép hanh dung cac quy dinh co
lién quan dén san xudt va luu hanh thudc. S8 ding ky c6 ky hiéu QLBB-...-17 ¢6
gié tri 02 nim ké tir ngdy ky Quyét dinh.

Didu 3. Trong qué trinh Iuu hanh, nha san xuAt phai két hop véi céc co so
didu tri dé thyc hién theo diing céc quy dinh hién hanh vé thudc ké don va theo ddi
an toan, hidu qua, tdc dung khoéng mong mudn cta thube trén ngudi Viét Nam.
Cong ty ding ky c6 trach nhiém tdng hop cdc bio cdo cua cdc don vi trén v& Cuc
Quan 1y Duge theo dang quy dinh hién hanh mdi 06 thang mot 140,



Didu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Didu 5. Gidam dbc S&' Y té c4c tinh, thanh phé trye thudc trung uwong va giam
ddc cong ty san xuét va coéng ty ding ky c6 thude tai Dicu 1 chju trach nhiém thi

hanh Quyét dinh nay./. /
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DANH MUC 06 THUOC SAN XUAT TRONG NUGC PUQC CAP SO DANG KY HIEU LUC 02 NAM
(THUOC CHUA HOAT CHAT KHANG VIRUT PANG KY LAN PAU) - DQT 158

Ban hanh kém theo quyét dinh sb:

veny

......

/QBQLD ngay )l 20T

1. Cong ty diing ky: Cong ty cb phin dwge phim Ampharco U.S.A (B/c: KCN Nhon Trach 3, xd
Hiép Phueéce, huyén Nhon Trach, tinh Dong Nai - Viét Nam)
1.1 Nha san xuft: Cong ty ¢b phin dwge phdm Ampharco U.S.A (B/c: KCN Nhon Trach 3, xd
Higp Phuée, huyén Nhon Trach, tinh Dong Nai - Viét Nam)

A £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach g ;
STT Tenthuug Ham lugng ché tho [chuén| déng goi S0 ditng Ly
1 [Maxxtriple Efavirenz 600 mg; [Vién nén bao| 36 [TCCS [Hop 1 tGi nhom | QLDB-596-17
Emtricitabin 200" [phim thang chira 1 vi, 3 vi,
mg; Tenofovir 10 vix 10 vién
disoproxil fumarat (vi nhdm-PVC)
(tuong ting
Tenofovir disoproxil
245 mg) 300 mg
2 |Maxxtrude Tenofovir disoproxil | Vién nén bao| 24 |TCCS |Hop 1 vi, 3 vi, | QLDB-597-17
fumarat 300 mg; phim thang 10 vI (vi
Emtricitabin 200 mg nhém-nhdm) x
10 vién

2. Cong ty ding ky: Cong ty ¢d phin dwgc phiim Me Di Sun (D/c: 521 khu phé An Loi, phwrdng
Hod Loi, thi x& Bén Cdt, tinh Binh Duong - Viét Nam)

2.1 Nha sén xuat:’ Cong ty ¢b phan dugc phim Me Di Sun (B/c: 521 khuphé' An Loi, phuong
Hod Loi, thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

monohydrat) 0,5 mg

P Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cch aF tine b
: - dn
L Tén thude Ham lwgng ché the |chufin| déng gbi G ding ey
3 |Enteravid Entecavir (dudi Vién nén bao| 36 [TCCS [Hop3vix 10 | QLDPB-598-17
dang Entecavir phim thang vién

3. Cong ty ding ky: Cong ty c¢d phan dwge phim Phong Phi (B/c L6 s6 12 Duong 56 8, khu
cong nghiép Tén Tgo, phiwong Tdn Tao A, qudn Binh Tdn, TP. Hé Chi Minh. - Viét Nam)
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3.1 Nha san xuét: Chi nhanh Céng ty cd ph-m dugc phim Phong Phi- Nhi may sén xuit

dwoe phim Usarichpharm (Dfe: Lo s6 12 Duong 6 8, khu cong nghiép Tan Tao, phuong 1dn
Tao A, qudn Binh Tdn, TP. H6 Chi Minh. - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tubdi| Tisu Quy cach S5 ding ky
STE T8 e Ham lugng ché tho |chuin|  déng goi HEANE =
4 |Richotevir Entecavir (dudi: Vién nén bao| 36 |TCCS [Hép3vix 10 | QLDB-599-17
dang Entecavir phim thang vién
monohydrat) 0,5 mg

4. Céng ty ding ky: Cong ty TNHH Duwge phdm Pat Vi Phi (D/c: L6 M74, Duong D17, KCN
My Phuée 1, phucng Théi Hoa, thi xd Bén Cat, tinh Binh Dirong - Viét Nam)

4.1 Nha san xuéit: Cong ty TNHH Dwee phim Pat Vi Phi (B/e: L6 M7A4, Puong D17, KCN My
Phude 1, phuong Théi Hoa, thi xd Bén Cat, tinh Binh Duong - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sb ding ky
S e Ham lwgng ché tho |chuén dong goi SRR
5 |Dinara Tenofovir disoproxil [ Vién nén 36 [TCCS [Hop4vix7 QLDPB-600-17
fumarat 300mg; bao phim  |thang vién
Lamivudin 100mg

5. Cong ty diing ky: Cong ty TNHH US Pharma USA (D/c: Lé Bi1-10, Duong D2, KCN Tdy Bic
Ct Chi, TP. H6 Chi Minh - Viét Nam)

5.1 Nha san xqﬁt: Cong ty TNHH US Pharma USA (D/c: Lé B1-10, Puong D2, KCN Tdy Biic
Ci Chi, TP. Ho Chi Minh - Viét Nam)

A
" £ Hoat chét chinh - | Dang bao |Tudi| Tigu Quy cach S6 ding ky
SET Ton thu Ham luwgng ché tho |chudn dong goi ¢ S
USFovir Tenofovir disoproxil | Vién nén bao| 36 [TCCS |Hép3vix 10 | QLPB-601-17
fumarat 300mg phim thang vién

' Tro’ng Qubc Cudng
Thit truéng B Y té
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