BO YTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap - Tw do - Hanh phic
S6: 109 /QP-QLD Ha Noi, ngay - ¢ théng ., ndm 2018
QUYET PINH

vé viéc ban hanh danh muc 07 ‘thuéc san 'Xllf’lt trong nwéc (thubc chira hoat chét
khang virus ding ky lan diu - s6 ding ky cé hiéu hre 03 nim)
dwoe cap so diang ky lwu hanh tai Viét Nam - Dot 163

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Dugc ngay 06 thang 4 nam 2016;

Cin cr Nghi dinh s6 75/2017/NB-CP ngay 20/6/2017 ctia Chinh phi quy
dinh chirc ning, nhiém vu, quyén han va co céu tb chirc cia Bd Y té;

Can cr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia Bo truéng B6 Y
té v& viéc quy dinh chirc ning, nhiém vu, quyén han va co ciu td chtrc ctia Cuc
Quan ly Dugc thuée Bo Y té;

Can ci Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y té quy
dinh viéc dang ky thudc, '

Cin ctr y kién cta Hoi ddng tu vén cap gidy ding ky luu hanh thudc, nguyén
ligu lam thude - Bo Y té;

Xét d& nghi ciia Trudng phong Pang ky thude - Cuc Quan 1y Dugc;
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nidy danh muc 07 thudc san xuét
trong nude (thube chira hoat chét khéng virus dang ky lan dau — s6 dang ky c6 hiéu
luc 03 nam) dugc cép s6 dang ky luu hanh tai Viét Nam - Dot 163.

Pitu 2. Cong ty sén xuét va cdng ty dang ky c¢6 thube luu hanh phai in s6
dang ky duoc B6 Y té cép 1én nhan thudc va phai chdp hanh ding cc quy dinh c6
lién quan dén san xuit va luu hanh thube. $6 ding ky c6 ky hiéu QLDB-...-18 ¢6
gia tri 03 nim k& tir ngay ky Quyét dinh.

Pitu 3. DSi vdi cac thubc ban hanh kém theo quyét dinh nay thudc danh
muc thubc ddc va nguyén liéu doc lam thudc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia B4 Y té v& viéc ban hanh danh muc thude
doc va nguyén lidu doc 1am thubc; cong ty ding ky, co s& san xudt phai cap nhat
quy dinh vé thuc ddc trén nhén va huéng dan str dung theo quy dinh tai Thong tu



01/2018/TT-BYT ngdy 18/01/2018 ciia B Y té quy dinh ghi nhén thuoc nguyen
liéu lam thubc va to& hudng dan st dung thudc va chi dugc san xuét, lru hanh
thudc trén thi truong sau khi Cuc Quan Iy Dugc phé duyét ndi dung cdp nhat nay.

Picu 4. Trong qué trinh Iuru hanh, cong ty ding k¥ va nha san xuét phai két
hop véi céac co s& diéu tri dé thuc hién theo ding cic quy dinh hién hanh vé thudc
ké& don va theo ddi an toan, hiéu qua, tic dung khong mong mudn cia thude trén
nguoi Viét Nam Cong ty ding ky c6 trach nhiém téng hop céc bdo cdo cla céc
don vi trén v& Cuc Quén 1y Dugc theo ding quy dinh hién hanh moi 06 thang mot
lan.

Piéu 5. Quyét dinh nay c6 hidu luc k& tir ngay ky ban hanh.

Diéu 6. Gism dbc S& Y t céc tinh, thanh phd truc thudc trung wong va gism
ddc cong ty san xult va cong ty ding ky ¢ thudc tai Didu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Ty do - Hanh phiic

DANH MUC 07 THUOC SAN XUAT TRONG NUGC (THUOC CHUA HOAT CHAT KHANG
VIRUS DANG KY LAN DAU) BUGC CAP SO DANG KY HIEU LUC 3 NAM - DOT 163

Ban hanh kém theo quyét dinh s8:%...7./QD-QLD, ngay .\../d//alil¥

1. Cong ty dang ky: Cong ty cb phén dwge phim Ampharco U.S.A (D/c: KCN Nhon Trach 3, xd
Hiép Phudc, huyén Nhon Trach, tinh Péng Nai - Viét Nam)

1.1 Nha san xuét: Céng ty cd phin dwoc phim Ampharco U.S.A (P/c: KCN Nhon Trach 3, xd
Hiép Phudc, huyén Nhon Trach, tinh Pong Nai - Viét Nam)

o5 £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach £ o ;
: e Sod
ATt Fen G Ham lwong ché | tho [chuén| déng géi 0 dang ky
1 |Maxxemva 200 Emtricitabin 200mg |Vién nang 36 [TCCS [Hop1vi,3vi, | QLDB-728-18
cing  |thdng 10vi x10
(xanh-tring vién
nga)

2. Céng ty dang ky: Céng ty cb phian Dugc phim Phwong Péng (P/c: L6 7, Puong 2, KCN. Tdn
Tao, P. Tén Tao A, Q. Binh Tén, TP. Hb Chi Minh - Viét Nam)

2.1 Nha san xudt: Cong ty cb phin Duge phdm Phwong Péng (D/c: L6 7, duong 56 2, KCN. Tdn
Tao, P. Tén Tao A, Q. Binh Tdn, TP. Hé Chi Minh - Viét Nam)

" P Hoat chét chinh - | Dang bao Tudi| Tieu | Quy cich b dx "
SR T S Ham lwong ché tho |chuan| doéng goi Y gl
2 |Batigan Tenofovir disoproxil | Vién nén bao| 36 |TCCS [Hop2 vi, 3 vi, | QLDB-729-18
fumarat 300mg phim théng 6 vi, 10 vix 10

vién; Chai 30
vién, 60 vién,
100 vién

3. Cong ty ding ky: Cong ty b phin hoa-dwge phim Mekophar (D/c: 297/5 Ly Thuong Kiét,
qudn 11, Tp. H6 Chi Minh - Viét Nam)

3.1 Nha san xuit: Cong ty ¢b phin hod-dwgc pham Mekophar (B/c: 297/5 Ly Thuong Kiét,
quén 11, Tp. H6 Chi Minh - Viét Nam)

—— Hoat chit chinh - | Dangbao |Tudi| Tieu | Quycich | g 4501
Sl e Ham lwong ché | tho |chudn| dong géi CRRINE
3 |Tenofadin Efavirenz 600mg; |Viénnén 36 |TCCS |[Hop3vix 10 | QLDB-730-18

Trang |




fumarat 300mg

Lamivudin 300mg;
Tenofovir disoproxil

bao phim

thang

vién, hdp 1 chai
30 vién

4. Cong ty ding ky: Cong ty 6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy Hod, Phii

Yén - Viét Nam)

4.1 Nha sén xuét: Cong ty c phin Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hod, Phii Yén

- Viét Nam)
e Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach P
oLl Hohhing Ham lugng ché tho |chuén dong géi S Ry
4 |Fapinvir 250mg Famciclovir 250mg|Vién nén bao| 36 |TCCS [Hop 3 vi, 8 vix | QLPB-731-18
phim thang 7 vién; Hop 1
vi,2vix 15
vién
5 |Fapinvir 500mg Famciclovir SOOmg | Vien nén bao| 36 TCCS Hop 1 Vi, 2v vi, QLDB 732-18
- __|phim  [thdngl  |Svix7vién | - |
6 |Vacivir Valgan01clov1r (dudi|Vién nén nbao| 36 TCCS Hép1lvi x10 | QLDB-733- 18
dang Valganciclovir |phim thang vién
hydroclorid) 450mg

5. Cong ty diang ky: Céng ty TNHH Céng nghé Duwgc Minh An (D/c: S6 98, ngé 99, phé Pinh
Céng, Hoang Mai, Tp. Ha N¢gi - Viét Nam)

5.1 Nha san xuit: Cong ty c¢b phin duge pham Trung wong 2 (D/c: Lé 27 Khu c6ng nghiép
Quang Minh, thi tran Quang Minh, huyen Me Linh, Tp. Ha Ngi - Viét Nam)

Trang 2

Vii Tudn Cudng

N Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cach o —
! g B e d
s Cien oo Ham lrgng ché | tho |chufn| déng goi 0 ding ky
7 |Pgikan Tenofovir disoproxil | Vién nang 36 |TCCS |Hop 3 vi, 6 vix | QLPB-734-18
fumarat 300 mg cimg thang 10 vién
(do-vang)
CUC TRUONG
/l




