BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

cue quAn 1y duoc Doc lap - Tu* do - Hanh phuc
S6:3(% /QD-QLD Ha Noi, ngay*Q thangy nam 2019
QUYET DINH

Ve viec ban hanh danh muc 04 thuoc san xuat trong nuoc
(thuoc chua hoat chat khang virus dang ky lan dau - so dang ky co hieu luc 03 nam)
duoc cap giay dang ky luu hanh tai Viet Nam - Dot 164 (bo sung)

CUC TRUONG CUC QUAN LY DuOC

Can cu Luat Dirac ngay 06 thang 4 nam 2016;

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chuc nang, nhiem vu, quyen han va co cau to choc cua Bo Y te;

Can cu Quyet dinh so 7868/QD-BYT ngay 28/12/2018 cua Bo trudng Bo Y te
quy dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Cue Quan ly
Dupe thuoc Bo Y te;

Can cu Quyet dinh so 739/QD-BYT ngay 05/3/2015 cua Bo Y te ve viec
ban hanh ke hoach phong chong benh viem gan vi rut giai doan 2015-2019;

Can cu Thong tu sd 32/2018/TT-BYT ngay 12/11/2018 cua Bo Y t6 quy
dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc,

Can cu y kien cua Hoi dong tu van cap giay dang ky luu hanh thuoc, nguyen
lieu lam thuoc - Bo Y te;

Xet de nghi cua Truong phong Dang ky thuoc - Cue Quan ly Dupe;
QUYET DINH:

Dieu 1. Ban hanh kern theo Quyet dinh nay danh muc 04 thuoc san xuat
trong nude (thuoc chua hoat chat khang virus dang ky lan dau - so dang ky co hieu
luc 03 nam) dupe cap giay dang ky luu hanh tai Viet Nam - Dpt 164 (bo sung).

Dieu 2. Co so san xuat va co so dang ky co thuoc luu hanh phai in so dang
ky dupe Bo Y te cap len nhan thuoc va phai chap hanh dung cac quy dinh co lien
quan den san xuat va luu hanh thuoc. So dang ky co ky hieu QLDB-...-19 co gia tri
03 nam ke tu ngay ky Quyet dinh.

Dieu 3. Co so dang ky va co so san xuat phai thuc hien theo dung cac cam
ket trong qua trinh dang ky thuoc trudc khi dua thuoc luu hanh tren thi trudng va



thuc hien dung cac yeu cau bao cao trong cong tac bao dam chat lupng thuoc ve
Cue Quan ly Dupe. Thuoc trubc khi dura ra thi trubng phai dupe kiem tra dat tieu
chuan chat luong theo quy dinh.

Doi vbi 03 16 san xuat dau tien: Co sb phai gui mau thuoc kern theo chat
chuan de Vien kiem nghiem thuoc Trung U'ong hoac Vien kiem nghiem thuoc Tp.
Ho Chi Minh kiem tra theo tieu chuan chat luong da dang ky, chi dupe luu hanh
sau khi ket qua kiem nghiem dat yeu cau.

Dieu 4. Trong qua trinh luu hanh, co so dang ky, co so san xuat, cac co So
kham chua benh phai thuc hien theo dung cac quy dinh hien hanh ve thuoc ke don
va theo doi an toan, hieu qua tac dung khong mong muon cua cac thuoc tren ngubi
Viet Nam va tong hop, bao cao theo dung quy dinh.

Dieu 5. Quyet dinh nay co hieu luc ke tu ngay ky ban hanh.

Dieu 6. Giam doc Sb Y te cac tinh, thanh pho true thuoc trung uong va giam
doc cong ty san xuat va cong ty dang ky co thuoc tai Dieu ! chiu trach nhiem thi
hanh Quyet dinh nay./.

Noinhan: CUC TRUONG
- Nhu Dieu 6;
- BT. Nguyen Thi Kim Tien (de b/c);
- TT. Truong Quoc Cuong (de b/c);
- Cue Quan y - Bo Quoc phong, Cue Y te - Bo CA;
- Cue Y te giao thong van tai- Bo GTVT,;
- Tong Cue Hai Quan- Bo Tai Chinh;
- Bao hiem xa hoi Viet Nam; u Tuan Cuong
- Vu Phap che, Cue Quan ly Kham, chu-a benh - Bo Y
Thanh tra Bo Y te;
- Vien KN thubc TU' va VKN thudc TP.HCM;
- Tong Cong ty Diroc VN - CTCP;
- Cac benh vien, Vien co giuong benh true thuoc BYT,;
- Website cua Cue QLD, Tap chi Duoc My pham - Cue
QLD;
- Luu: VT, KDD, DKT(15b).



BO YTE
CUC QUAN LY DUOC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu* do - Hanh phuc

DANH MUC 04 THUOC SAN XUAT TRONG NUdC (THUOC CHUA HOAT CHAT KHANG
VIRUS DANG KY LAN DAU - SO DANG KY CO HIEU LUC 03 NAM) DUOC CAP GIAY DANG
KY LUU HANH TAI VIET NAM - DOT 164 (BO SUNG)

Ban hanh kem theo quyet dinh so: 3/2(*QD-QLD, ngay/C.

1. Cong ty dang ky: Cong ty co phan Duoc Minh Hai (D/c: 322 Ly Van Lam, Phucmg 1, Tp. Cd
Mau, Tinh Cd Mau - Viet Nam)

1.1 Nha san xuat: Cong ty co phan Duoc Minh Hai (D/c: 322 Ly Van Lam, Phudng 1, Tp. Cd
Mau, Tinh Cd Mau - Viet Nam)

Hoat chat chinh -  Dang bao Tuoi Tieu Quy each
Sod k
STT Ten thuoc Ham luo*ng che tho chuan dong goi 0 tang 'y
I Sofosbuvir 400mg Sofosbuvir 400mg  Vien nen bao 36 TCCS Chai 28 vien QLDB-774-19
phim thang
2 Sofosbuvir 400mg- Sofosbuvir 400mg; Vien nen bao 36 TCCS Chai 28 vien QLDB-775-19
Ledipasvir 90mg Ledipasvir 90mg phim thang

2. Cong ty dang ky: Cong ty co phan duoc pham Ampharco U.S.A (D/c: KCN Nhcm Trach 3, xa
Hiep Phucrc, huyen Nho'n Trach, tinh Dong Nai - India)

2.1 Nha san xuat: Cong ty co phan duoc pham Ampharco U.S.A (D/c: KCNNhcm Trach 3, xa
Hiep Phuo'c, huyen Nhon Trach, tinh Dong Nai - Viet Nam)

Hoat chat chinh - Dang bao Tuoi Tieu Quy each
So dang k
STT Ten thuoc Ham luong che tho chuan dong goi gy
3 Maxxoni Ledipasvir 90mg; Vien nen bao 24 TCCS Hop ! vi,4vi, QLDB-776-19
Sofosbuvir 400mg  phim thang 12 vi X 7 vien
(vi
nhom-nhom)

3. Cong ty dang ky: Cong ty co phan Pymepharco (D/c: 166 - 170 Nguyen Hue, Tuy Hod, Phu
Yen - Viet Nam)

3.1 Nha san xuat: Cong ty co phan Pymepharco (D/c: 166 - 170 Nguyen Hue, Tuy Hod, Phu Yen

- Viet Nam)
Hoat chat chinh - Dang bao Tuoi Tieu Quy each S
0 dang k
STT Ten thuoc Ham luong che tho chuan dong goi g%y
4  Leravir Ledipasvir (dudi Vien nen bao 36 TCCS Hop 3 vi x 10 QLDB-777-19
dang phim thang vien, hop 4 vi

Trang |



Ledipasvir:Copovid X 7 vien
on (1:1)) 90mg;
Sofosbuvir 400mg

Trang 2



