BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DuQcC Poc 1ap - Tu do - Hanh phuc
S6: 42/ /Qb-QLD Ha Noi, ngay thangyl™nam 2019
QUYET BINH

veé viéc ban hanh Danh muc 06 thudc nwd'c ngoai
dwoc cap gidy dang ky lvu hanh tai Viét Nam hiéu lwc 03 nam - Bo't 104 b6 sung

CUC TRUONG CUC QUAN LY DUQC

Can cr Luat Dwgc s6 105/2016/QH13 ngay 06/4/2016;

Can ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 clGa Chinh phl quy
dinh chirc nang, nhiém vu, quyén han va co cdu td chirc clia B Y t€;

Can clv Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 culia B6 truéng BO Y
té quy dinh chic nang, nhiém vu, quyén han va CO' cau t6 chic cla Cuc Quan ly
Duwoc thudc BO Y t€;

Can ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cutia B6 trudng B Y
té quy dinh viéc dang ky luvu hanh thu6c, nguyén liéu lam thudc;

Can cv y kién clia Hoi dong tu van cdp gidy dang ky lvu hanh thuéc, nguyén
liéu lam thu6c - BO Y t€;

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

QUYET BINH:

DBiéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 06 thubc nuéc ngoai
dwoc cap gidy dang ky lvu hanh tai Viét Nam hiéu luvc 03 nam - Dot 104 bd sung.

Céc thudc tai Danh muc nay c6 s6 dang ky voi ky hiéu VN3-...-19 va hiéu
lyc 03 nam ké tir ngay ky ban hanh Quyét dinh nay.

Diéu 2. Co s0 san xudt va co s¢ dang ky thubc c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cac ho so, tai liéu da dang ky voi
BO Y té va phai in sd dang ky dwgc B Y té Viét Nam cdp Ién nhan thudc.

2. Chap hanh day du phap luat cia Viét Nam va cac quy dinh cla B0 Y t€ vé
nhap khau thubc va luvu hanh thudc tai Viét Nam, néu c6 bat cir thay doi gi trong
qua trinh lvu hanh thubc & nwéc sé tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan ly Duoc - BO Y t€ Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lvong ctia thude theo quy dinh tai
Thong tv s6 11/2018/TT-BYT ngay 04/5/2018 cuia B trwdng BO Y t€ quy dinh vé
chét lugng thudc, nguyén liéu lam thudc.

4. Cap nhat nhan thudc va t& huéng dan st dung thudc theo quy dinh tai
Thong tw so 01/2018/TT-BYT ngay 18/01/2018 cua Bo trwdng BO Y t€ quy dinh
ghi nhan thudc, nguyén liéu lam thudc va t¢ huéng dan st dung thudc trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thirc thay doi, bd
sung gidy dang ky lvu hanh thudc quy dinh tai Thong tv s6 32/2018/TT-BYT ngay
12/11/2018 clia BO truéng BO Y t€ quy dinh viéc dang ky lwu hanh thudc, nguyén
lieu lam thudc.



D06i voi céac thube sb thi tw 02, 05, 06 (chira hoat chat tenoidvir alaienamide
fumarate) thuéc Danh muc ban hanh kém theo Quyét dinh nay: phai cap nhat to
hwéng dan st dung theo to huwdng dan st dung thuéc Vemlidy d& dwoc Co quan
Quan Iy Dwoc Chau Au (EMA) phé duyét trong thoi han 03 thang ké tir ngay ky
ban hanh Quyét dinh nay va chi duoc nhap khau, lvu hanh sau khi dueoc Cuc Quan
ly Duoc - BO Y té Viét Nam phé duyét ndi dung nay.

5. Phdi hop voi céc co so diéu tri de thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khéng mong muén cla
thudc trén nguoi Viét Nam va téng hop, bao céo theo quy dinh tai Biéu 5 Thong tuw
s6 32/2018/TT-BYT ngay 12/11/2018 cla Bo truéng B Y té quy dinh viéc dang
ky lvu hanh thudc, nguyén liéu lam thubc ddi véi cac thudc thudbc Danh muc ban
hanh kém theo Quyét dinh nay.

6. Co s& dang ky thu6c phai bao dam duy tri diéu kién hoat dong trong thoi
han hiéu luc cta gidy dang ky lvu hanh thudc, nguyén liéu lam thudc. Trong
truong hop khdéng con dap (rng di diéu kién hoat ddng, co s& dang ky phai co trach
nhiém thuc hién thay doi co s& dang ky theo quy dinh tai Thong tu s6 32/2018/TT-
BYT ngay 12/11/2018 cla Bo truéng BO Y té quy dinh viéc dang ky lwu hanh
thuc, nguyén liéu lam thubc trong thoi han 30 ngay ké tir ngay co so dang ky
khong con du diéu kién hoat dong.

7. DI v6i cac thudc s6 thé tuw 03, 04 (chira hoat chat daclatasvir
dihydrochlorid) thuéc Danh muc ban hanh kem theo Quyét dinh nay, co s& phai
gtti mau thubc kém theo chét chuén d6i vai 03 16 nhap khau dau tién de Vién Kiém
nghiém thu6c Trung wong hodc Vién Kiém nghiém thudc TP. HO Chi Minh kiém
tra theo tiéu chuan chét lwgng da dang ky va chi dwoc lwu hanh sau khi két qua
kiém nghiém dat yéu cau.

Diéu 3. Quyét dinh c6 hiéu luvc ké tlr ngay ky ban hanh.

Piéu 4. Giam doc sd' Y té cac tinh, thanh pho truc thudc Trung uong, giam
ddéc co s¢' san xudt va co s¢ dang ky c6 thubc tai Diéu | chiu trach nhiém thi hanh
Quyét dinh nay./.

nhan: cuc TRUONG
- Nhv Piéu 4;
-B6 trudng (dé b/c);
- TT. Truong Qudc Cuong (dé bic);
- Cuc Quan Y - B0 Qudc phong, Cuc Y té - Bd Cong an;
- Cuc Y té GTVT - Bb Giao thong van tai;
- Tong Cuc Hai quan - BO Tai chinh;
- B&o hiém X& hoi Viét Nam;
- B0 Y té: Vu PC, Cuc OLYDCT, Cuc QLKCB, Thanh tra
- Vién KN thudc TU, Vién KN thudc TP. HCM;
- Téng Coéng ty Duoc VN;
- Céac Cong ty XNK dugc pham;
- Céc Bénh vién & Vién c6 givong bénh tryc thuéc BYT;
- Cuc OLD: P.OLKDD, p. OLCLT, p. PCTTra, Website.
- Luu: VT, BKT(IOD).



Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY buQC Poc lap - Ty do - Hanh phuc

DANH MUC 06 THUOC NUOC NGOAI

PUOQC CAP GIAY BDANG KY Luwu HANH TAI VIET NAM HIEU Luwc 03 NAM
POT 104 BO SUNG

(Ban hanh kem theo quyét, dinh soéi.tiiL/QBb-QLD, ngayO6..M"./t20Nictia Cuc Quan ly Duoc.)

1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nha s&n xuat: Gilead Sciences Ireland uc (B/c: IDA Business and Technology Park,
Carrigtohill, Co. Cork - Ireland)

) . Hoat chat chinh - Dang bao Tubi Tiéu  Quy cach Xoax Lo
' S . . S6 dang k
STT Ten thuce Ham luong ché tho chudn  dong goi 4%
I Vemlidy Tenoiovir Vién nén bao 24 NSX Hoép ! lo X 30 VN3-249-19
alaienamide (dw6i  phim thang vién
dang Tenotovir
alafenamide

iumarate) 25mg

2. Cong ty dang ky: Atra Pharmaceuticals Limited (B/c: Plot No. H19, MiDC Area, Weciluj,
Aurangabad 431133, Maharashtra State - india)

2.1 Nha s&n xuat: Atra Pharmaceuticals Limited (B/c: Plot No. HI9, MIDC Area, Waluj,
Aurangabad 431133, Maharashtra State - india)

. B Hoat chat chinh - Dang bao Tudi Tigu Quy cach K oax o
) c o . ) S6 dang k
STT Ten thuoe Ham lwong ché tho chuén dong goi 1%
2 Taisate Tenoiovir Vién nén bao 24 NSX HOp | chai X30 VN3-250-19
alafenamide (du¢i  phim thang vién
dang Tenoiovir
alatenamidc

fiimarate) 25mg

3. Cong ty dang ky: MI Pharma Private Limited (B/c: B-2103, Tharxvani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)

3.1 Nha s&n xuat: Mylan Laboratories Limited (B/c: F4 & F12, MIDC, Malegaon, Tal. Sinnar,
Nashik 422113, Maharashtra state - india)

STT Tén thudc Hoat\chat chinh - Dangﬂbao Tudi TleAu Ql,.ly cat;h S6 dang Ky
Ham lwong ché tho chuan dong goi

Trang !



3 Mydekla 30 Daclatasvir (duoi Vién nén bao 24 NSX HOp lo X 28 VN3-252-19
dang Daclatasvir phim thang vién
dihydrochlorid)
30mg

4 Mydekla 60 Daclatasvir (dugi Vién nén bao 24 NSX HOp loX 28 VN3-253-19
dang Daclatasvir phim thang Vién
dihydrochlorid)
60mg

3.2 Nha san xudt: Mylan Laboratories Limited (B/c: Plot No. 11, 12 & 13 Indore Specicil

Economic Zone Pharma Zone, Phase -11, Sector - Ill, Pithampur 454775, Dist. Dhar, Mctdhya
Pradesh - India)

Hoat chat chinh - Dang bao Tuli Tiéu  Quy cach

2 o S6 dang ky
STT Tén thuoc Ham lwong ché tho chuan dong goi g1y
5 Hepbest Tenoiovir Vién nén bao 24 NSX HoOp! lo X 30 VN3-251-19
alafenamide (duéi  phim thang vién, hop | lo X
dang Tenoibvir 90 vién, hop |
alaienamide lo X 180 vién

iumarate) 25mg

3.3 Nha san xuat: Natco Pharma Limited (B/c: Kothur-509 228 Rangareddy (District)
Telangana - India)

Hoat chat chinh - Dang bao Tubi Tigu Quy cach

n o ! , S6 dang ky
STT Tén thuce Ham lwgng ché tho chuén déng goi 9K
6 Teravir-AF Tenoibvir Vién nén bao 24 NSX Ho6p ! chai 30 VN3-254-19
alalenamide (duw¢i  phim thang vién
dang Tenoiovir
alafenamide

fumarate) 25mg

CUC TRUONG

Trang 2



