Bd YTE CONG HOA XA HOI CHU NGHTA VIET NAM

cuc QUAN LY DUOC POC 1ap - Tw do - Hanh phuc
S6: /Qb-QLD Ha Noi, ngay06 thangyy” nam 2019
QUYET BINH

Ve viéc ban hanh Danh muc 05 thudc sdn xuat trong nuwé'c
duoc cap gidy dang ky lvu hanh tai Viét Nam hiéu lwc 03 ndm - o't 166 bd sung

CUC TRUONG CUC QUAN LY DuOC

Can ctr Luat Dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phd quy dinh
chirc nang, nhiém vu, quyén han va co cau to chic cla B Y té;

Can clr Quyét dinh sd6 7868/QB-BYT ngay 28/12/2018 cla Bo trwdng BO Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau td chirc clla Cuc Quan ly Duoc
thudc BO Y té;

Can ctr Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 clia Bo truéng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thu6c;

Can ctr y kién cla HOi dong tv van cdp gidy dang ky lvu hanh thubc, nguyén
liéu lam thubc - BO Y té;

Xét dé nghi cda Trudng phong Bang ky thudc, Cuc Quan ly Duorc,

QUYET BINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 05 thudc san xuét trong
nwdc duwgc cdp gidy dang ky lwu hanh tai Viét Nam hiéu lyc 03 nam - Dot 166 bd
sung.

Cac thudc tai Danh muc nay c6 s6 dang ky voi ky hiéu VD3-...-19 va c6 hiéu
luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Dbiéu 2. Co s& san xuat va co s& dang ky thudc cé trach nhiém:

1. San xuat thudc theo dung cac ho so, tai lieu da dang ky voi Bo Y té€ va phai
in s6 dang ky dugc BO Y té Viét Nam cap 1én nhan thudc.

2. Thyc hién viéc cap nhat tiéu chuan chat lvong cla thudc theo quy dinh tai
Thong tw s6 11/2018/TT-BYT ngay 04/5/2018 cua BoO trwédng BO Y té quy dinh vé
chat lvgng thudc, nguyén liéu lam thudc.

3. Cép nhat nhan thudc, to hwéng dan st dung thudc theo quy dinh tai Thong
tw s6 01/2018/TT-BYT ngay 18/01/2018 cla Bo trwédng B Y t€ quy dinh ghi nhén
thudc, nguyén liéu lam thudc va to hwéng dan st dung thubc trong thoi han 06 thang
ké tlr ngay ky ban hanh Quyét dinh nay, theo hinh thitc thay doi, bo sung gidy dang
ky Iuvu hanh thubéc quy dinh tai Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 cua
BO trwdng BO Y t€ quy dinh viéc dang ky lvu hanh thubc, nguyén liéu lam thubc.



Do6i voi thube sé thir tv 01 (chra hoat chat tenoidvir alaienamide iumarate) tai
Danh muc ban hanh kém theo Quyét dinh nay: phai cap nhat t& huéng dan st dung
theo to hwéng dan sir dung thuéc Vemlidy da duoc Co quan Quan Iy Dwoc Chau Au
(EMA) phé duyét trong thoi han 03 thang ké tlr ngay ky ban hanh Quyét dinh nay va
chi dwoc san xuat, lvu hanh sau khi dwoc Cuc Quan ly Duoc phé duyét ndi dung nay.

4. Phoi hop v6i cac co s& diéu tri dé thwc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo d6i an toan, hiéu qua, tdc dung khéng mong mubn clia
thudc trén nguoi Viét Nam va tdng hop, bao cao theo quy dinh tai Biéu 5 Thong tv s6
32/2018/TT-BYT ngay 12/11/2018 cua B6 trwdng BO Y té quy dinh viéc dang ky luu
hanh thu6c, nguyén liéu lam thu6c doéi voéi cac thudc thudc Danh muc ban hanh kém
theo Quyét dinh nay.

5. Co s& dang ky thu6c phai bdo ddm duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky lvu hanh thu6c, nguyén liéu lam thu6c. Trong trudng
hop khéng con dap (ng du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém
thic hién thay doi co s¢ dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cua B truéng BO Y té quy dinh viéc dang ky lvu hanh thu6c,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co s dang ky khong con dui
diéu kién hoat dong.

6. BG6i voi thudc s6 thé tw 02, 03, 04, 05 (chra hoat chat daclatasvir
dihydrochlorid) tai Danh muc ban hanh kém theo Quyét dinh nay, co s& phai glti mau
thudc kém theo chat chuan ddi voi 03 16 san xudt dau tién dé Vién Kiém nghiém
thuéc Trung wong hoac Vién Kiém nghiém thuéc TP. H6 Chi Minh kiém tra theo tiéu
chuan chéat lvong da dang ky, chi dwoc lvu hanh sau khi két qua kiém nghiém dat yéu
cau.

Diéu 3. Quyét dinh nay c6 hiéu lvc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S¢ Y té cac tinh, thanh pho trwc thuéc Trung wong va giam
doc co s& san xuat va co s& dang ky co thu6c tai Diéu | chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: cuc TRUONG
- Nhv Diéu 4;

- Bo truedng (dé blc);

- TT. Trvong Qudc Cuwong (dé b/c);

- Cuc Quan y - B6 Qudc phong, Cuc Y té - Bd Cong an;

- Cuc Y t€ GTVT - B Giao thong van tai;

- Tong Cuc Hai quan - B9 Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- B0 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Tong Cong ty Dwoc Viét Nam;

- Céac Bénh vién, Vién c6 givong bénh trwc thudc BO Y t€;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;
-Luwu: VT, BDKT(15b).



BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY buQcC Pac 1ap - Tu do - Hanh phuc

DANH MUC 05 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY BPANG KY
LUU HANH HIEU Luc 03 NAM - BOT 166 BO SUNG
Ban hanh kém theo Quyét dinh s6:AU/QD-QLD, ngay 0a./z/Z/... Z1ly
1. Cong ty dang ky: Cong ty c6 phan dwgc pham Trung wong | - Pharbaco (B/c: 160 Ton Dirc
Thang - Ha Noi - Viét Nam - Viét Nam)

1.1 Nha san xuét: Céng ty c¢6 phan dwgc pham Trung wong | - Pharbaco (B/c: Thanh Xuan,
Séc Son, TP. Ha Noi - Viét Nam)

Hoat chét chinh - Dang bao Tudi Tigu Quy céch

e 0 K < . .. S6 dang ky
STT Ten thuoe Ham lwong ché tho chuéan doéng goi 91y
I Pharcavir Tenoiovir Vién nén bao 36 TCCS HOp 03 vi X 10 VD3-29-19
alafenamide (dw¢i  phim thang vién, hop 06 vi
dang Tenoibvir X 10 vién
alafenamide (Alu-Alu)

iumarate) 25mg

2. Cong ty dang ky: Coéng ty TNHH BRYV Healthcare (B/c: Khu A, s6 18, dwdng s6 09, ap 2A, xa
Tan Thanh Tay, huyén Ca Chi, Tp. H6 Chi Minh - Viét Nam)

2.1 Nha san xuéat: Céng ty TNHH BRV Healthcare (B/c: Khu A, s6 18, dudng so 09, ap 2A, xa
Tan Thanh Tay, huyén Cu Chi, Tp. H6 Chi Minh - Viét Nam)

Hoat chét chinh - Dang bao Tudi Tigu  Quy cach

A ~ ! - _ S6 dang ky
STT Teén thuoe Hain luvong ché tho chudn  ddng goi 9y
2 Zacutas 60 Daclatasvir (du6i Vién nén bao 36 TCCS Hop 3 vi X 10 VD3-30-19
dang Daclatasvir phim thang vién
dihydrochlorid
65,92mg) 60mg
3 Zacutas 90 Daclatasvir (duo'i Vién nén bao 36 TCCS Hop 03 vi X 10 VD3-31-19

dang Daclatasvir phim thang vién
dihydrochlorid
98,88mg) 90mg

3. Cong ty dang ky: Cong ty TNHH sinh dwgc pham Hera (B/c: L6 A17 KCN T Ha, p. T Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

3.1 Nha san xuat: Coéng ty TNHH sinh dwo'c phdm Hera (B/c: L6 A17 KCN T Ha, p. T Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

Trang |



STT

4

5

Tén thudc

Dactasvir

Dactasvir

Hoat chat chinh -

Ham luong

Daclatasvir (duoi
dang Daclatasvir
dihydrochloride)
30mg

Daclatasvir (dudi
dang Daclatasvir
dihydrochloride)
60mg

Dang bao Tudi Tiéu Quy céach

ché tho chuan dong goi
Vién nén bao 24 TCCS HOp 3 vi X 10
phim thang vién; Hop ! lo
30 vién

Vién nén bao 24 TCCS Hop 3 vi X 10
phim thang vién; Hop ! lo
30 vién

Trang 2

S6 dang ky

VD3-32-19

VD3-33-19



