BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phuc
Sb: 709/QD-QLD Ha Ngi, ngay 08 thang 10 nam 2018
QUYET PINH

VE VIEC BAN HANH DANH MUC 07 THUOC SAN XUAT TRONG NUGC
(THUOC CHUA HOAT CHAT KHANG VIRUS DANG KY LAN PAU - SO PANG
KY CO HIEU LUC 03 NAM) PUGC CAP SO PANG KY LUU HANH TAI VIET
NAM - BOT 163

CUC TRUONG CUC QUAN LY DUQC
Can cur Luat Duoc ngay 06 thang 4 nam 2016,

Can cur Nghi dinh 55‘75/201 7/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh chirc
nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

Can cir Quyét dinh sé 3861/0D-BYT ngay 30/9/2013 ciia B trucng Bo Y té vé viéc quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy Duoc thuéc Bo
Yté;

Can cir Thong tw 56 44/2014/TT-BYT ngay 25/11/2014 ciia B6 Y té quy dinh viéc ding ky
thuoc,

Can cit y kién cua Hoi dong tw van cap gidy dang ky luu hanh thudc, nguyén liéu lam
thuéc - Bé Y té;

Xét dé nghi cia Trucng phong Péng ky thuoc - Cuc Qudn Iy Digre;
QUYET PINH:

Diéq 1. Ban hanh kém theo Quyét dinh nay danh muc 07 thudc san xuét trong nudc
(thudc chira hoat chat khang virus dang ky lan dau - s6 dang ky c6 hiéu lyc 03 ndm) dugc
cap sO dang ky luu hanh tai Viét Nam - Dot 163.

Piéu 2. Cong ty san Xudt va cong ty dang ky co thudc Ivu hanh phai in s6 ding ky dugce
B0 Y té cip 1én nhin thubc va phai chdp hanh ding cac quy dinh c6 lién quan dén san
xudt va luu hanh thude. S6 ding ky ¢6 ky hiéu QLDB-...-18 ¢6 gia tri 03 nam ké tir ngay
ky Quyét dinh.



Diéu 3. Bi v6i cac thude ban hanh kém theo quyét dinh nay thudc danh muc thude doc
va nguyén liéu doc lam thudc theo quy dinh tai Thong tw 06/2017/TT-BYT ngay
03/5/2017 cua Bo Y té vé viéc ban hanh danh muc thube doc va nguyén liéu doc lam
thudc; cong ty dang ky, co sd san xuat phai cap nhat quy dinh vé thudc doc trén nhin va
hudng dan sir dung theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo
Y té quy dinh ghi nhan thudc, nguyén liéu 1am thudc va td hudng dan sir dung thude va
chi duge san xuét, luu hanh thudc trén thi truong sau khi Cuc Quan ly Dugc phé duyét
ndi dung cap nhat nay.

Piéu 4. Trong qua trinh luu hanh, c6ng ty dang ky va nha san xuét phai két hop véi cac
co s& diéu tri dé thuc hién theo dung céac quy dinh hién hanh vé thudc ké don va theo dai
an toan, hiéu qua, tac dung khong mong muén cua thudc trén nguoi Viét Nam. Cong ty
dang ky c6 trach nhiém tong hop cac bao cdo cta cac don vi trén vé Cuc Quan ly Dugc
theo diing quy dinh hién hanh mdi 06 thang mot 1an.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Giam ddc S¢' Y té cac tinh, thanh phd truc thudc trung wong va giam ddc cong ty
san xuat va cong ty dang ky cé thuoc tai Bic¢u 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

CUC TRUONG
Noi nhdn:
- Nhu Diu 6;
- BT. Nguyén Thi Kim Tién (de b/c);
- TT. Truong Quéc Cuong (dé blc);
- Cuc Quany - B6 Quéc phong, Cuc Y té - Bo CA;
- Cuc Y t giao thong van tai- Bo GTVT,; - X .
- Téng Cuc Hai Quan- B Tai Chinh; Vi Tuan Cu’O’ng
- Bao hiém xa hoi Viét Nam;
- Vu Phap ché, Cuc Quan Iy Kham, chita b¢nh - BO Y té; Thanh tra Bo
Y te;
- Vién KN thude TU va VKN thube TPHCM;
- Téng Céng ty Dugc VN - CTCP;
- Cac bénh vién, Vién co giuong bénh tryc thugc BYT;
- Website ciia Cuc QLD, Tap chi Dugc My phém - Cuc QLD;
- Luu: VT, KDD, DKT (15b).

DANH MUC

07 THUOC SAN XUAT TRONG NUGC (THUOC CHUA HOAT CHAT KHANG
VIRUS DANG KY LAN DAU) BPUQC CAP SO DANG KY HIEU LUC 3 NAM - BOT
163
Ban hanh kém theo quyét dinh sb: 709/QD-QLD, ngay 08/10/2018

1. Cong ty ding ky: Cong ty ¢6 phan dwge pham Ampharco U.S.A (D/c: KCN Nhon
Trach 3, xa Hiép Phuoc, huyén Nhon Trach, tinh Bong Nai - Viét Nam)



1.1 Nha san xuit: Cong ty c6 phian dwoc phim Ampharco U.S.A (D/c: KCN Nhon
Trach 3, xa Hiép Phudc, huyén Nhon Trach, tinh Bong Nai - Viét Nam)

¢ Hoat chat Dang |Tubi| Tiéu | Quy cich | .«
STT] Tén thuoc chinh - Ham | . *° > x . .. | So dang ky
bao ché | tho [chuan| dong goi
lwong
1 |[Maxxemva 200 |Emtricitabin  [Vién 36 |TCCSHOp 1 vi, 3 | QLDB-728-
200mg nang thang vi, 10 vi x 18

ciing 10 vién
(xanh-tra
ng nga)

2. Cong ty ding ky: Cong ty co phan Duwoc phfl‘m Phwong Pong (P/c: Lo 7, Puong 2,
KCN. Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh - Viét Nam)

2.1 Nha sin xuét: Cong ty ¢6 phian Duoc phém Phwong Pong (P/c: Lé 7, dwong so 2,
KCN Tan Tgo, P. Tan Tao A, Q. Binh Tan, TP. Ho6 Chi Minh - Viéet Nam)

Hoat chat . Ze| msa .
STT| Ténthuéc | chinh-Ham [P308Pao/Tuol Tieu| Quycach | oy 40, ) g
ché tho [chuan| dong goi
lwong
2 (Batigan Tenofovir Vién nén | 36 [TCCS[HOp 2 vi, 3 |QLDB-729-
disoproxil bao phim [thang] vi, 6 vi, 10 18
fumarat 300mg vix 10
vién; Chai
30 vién, 60
vién, 100
vién

3. Cong ty dang ky: Cong ty ¢ phan hoa-dwoc pham Mekophar (B/c: 297/5 Ly
Thuong Kiét, quan 11, Tp. Ho Chi Minh - Viét Nam)

3.1 Nha sén xuét: Cong ty co phan hoa-dwgc pham Mekophar (B/c: 297/5 Ly Thuong
Kiét, quan 11, Tp. Ho Chi Minh - Viét Nam)

Tenofovir

Hoat chét X Ze| e a .
STT| Ténthuéc | chinh-Ham [P308Pao/Tuol Tieu| Quycach | g 40,y g
ché tho [chuan| dong goi
lugng
3 |Tenofadin Efavirenz Vién nén | 36 [TCCS|HOp 3 vix |QLDB-730-
600mg; bao phim [thang 10 vién, hop 18
Lamivudin 1 chai 30
300mg; vién




disoproxil

fumarat 300mg

4. Cong ty ding ky: Cong ty c6 phan Pymepharco (B/c: 166 - 170 Nguyén Hué, Tuy
Hoa, Phu Yeén - Viéet Nam)

4.1 Nha san xuat: Cong ty c6 phan Pymepharco (D/c: 166 - 170 Nguyén Hué, Tuy
Hoa, Phu Yeén - Viét Nam)

, Hoatchat 1 o | 1uéi| Tieu | Quy cdch | s
STT] Tén thuoc chinh-Ham |, . * P Z . .. | SO ding ky
bao ché | tho [chuan| dong goi
lwong
4 [|Fapinvir 250mg |Famciclovir  [Viénnén | 36 |TCCS|Hop 3 vi, 8 [ QLDB-731-
250mg bao phim [thang] vi x 7 vién; 18
Hop 1 vi, 2
vi x 15 vién
5 [Fapinvir 500mg |Famciclovir  [Viénnén | 36 |TCCS[Hop 1 vi, 2 | QLDB-732-
500mg bao phim [thang] vi, 3 vix 7 18
vién
6 |Vacivir Valganciclovir [Viénnén | 36 [TCCS|HOp 1 vix | QLDB-733-
(dudi dang bao phim |thang 10 vién 18
Valganciclovir
hydroclorid)
450mg

5. Cong ty dang ky: Cong ty TNHH Cong ngh¢ Dwg'c Minh An (D/c: S6 98, ngé 99,
pho BPinh Cong, Hoang Mai, Tp. Ha Noi - Viét Nam)

5.1 Nha san xuét: Cong ty ¢6 phin dwgc phim Trung wong 2 (P/c: L6 27 Khu céng
nghiép Quang Minh, thi tran Quang Minh, huyén Mé Linh, Tp. Ha N¢i - Viét Nam)

Hoat chiat

STT| Ténthubc | chinh- Ham |[D#"8 PaoTudi Tieu | Quycich | oo g oy o
ché tho [chuan| dong goi
lwong
7 |Pgikan Tenofovir Vién nang| 36 [TCCS|HOp 3 vi, 6 | QLDB-734-
disoproxil cung thang vi x 10 vién 18
fumarat 300 mg|(d6-vang)




