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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
S6: 53 /QP-QLD Ha N6i, ngay 1, thang g nam 2018
QUYET PINH

Vé viéc ban hanh danh muc 02 thuéc nuée ngoai
(thudc chira hoat chét khang virus ding ky 1an dau- so ding ky c6 hi¢u lyc 03 nim)
duoc cap s6 dang ky luu hanh tai Viét Nam - Dot 100

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 06 thang 4 nam 2016;

Can ¢t Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 caa Chinh phu quy
dinh chirc nang, nhiém vy, quyén han va co cau td chirc ctaBO Y té;

Can ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B trudng BO Y
té vé viéc quy dinh chirc ning, nhiém vu, quyén han va co cau to chuc ctua Cuc
Quan ly Dugc thugc BO Y té:

Cin cir Quyét dinh s6 739/QD-BYT ngay 05/3/2015 ciia Bd Y té vé viée
ban hanh k& hoach phong chdng bénh viém gan vi rat giai doan 2015-2019;

Can cir Thong tu sd 44/2014/TT-BYT ngay 25/11/2014 cua B Y t& quy
dinh viéc ding ky thude,

Cin ctr ¥ kién ctia Hoi ddng tu vén cp gidy dang ky luu hanh thude, nguyén
lidu 1am thudc - BO Y té;

Xét dé nghi ciia Truong phong Dang ky thudc - Cuc Quén 1y Dugc;
QUYET PINH:

Ditu 1. Ban hanh kém theo Quyét dinh nay danh muc 02 thudc nudc ngoai
(thube chira hoat chit khang virus dang ky lan dau - s6 dang ky c6 hi¢u lyc 03
nim) dugc cip sé dang ky luu hanh tai Viét Nam - Dot 100.

Pidu 2. Co so san xuét va co s& dang ky c6 thude luu hanh phai in s6 dang
ky duge BO Y té cdp 1én nhan thubc va phai chap hanh dung cac quy dinh c6 lién
quan dén.san xuét va luu hanh thudc. S6 ding ky ¢6 ky hiéu VN3-...-18 c6 gid tri
03 nam ké tr ngay ky Quyét dinh.

Piéu 3. Co s& ding ky va co s& san xudt phai thyc hién theo ding cac cam
két trong qua trinh ding ky thudc trudc khi dua thubc luu hanh trén thi truong va




thyc hién dung cac yéu cau bao cdo trong cong tic bao dam chit luong thude vé
Cuc Quan 1y Dugc. Thudc truée khi dua ra thi trudng phai duoc kiém tra dat tiéu
chuan chat lugng theo quy dinh.

Déi voi 03 16 nhap khau dau tién: Co s¢ phai giri miu thude kém theo chat
chuén dé Vién kiém nghiém thude Trung Uong hodc Vién kiém nghiém thude Tp.
HG6 Chi Minh kiém tra theo tiéu chuin chét luong da dang ky, chi duge luu hanh
sau khi két qua kiém nghiém dat yéu ciu.

Picéu 4. Trong qua trinh luu hanh, co s& dang ky va co s& san xuét phai két
hop v6i cac co so diéu tri dé thuc hién theo diing cac quy dinh hién hanh vé thube
ké don va theo déi an toan, hiéu qua, tac dung khong mong mudn ctia thude trén
ngudi Viét Nam. Co sé ding ky c6 trach nhiém toéng hop cac bao cao cia cac don
vi trén vé Cuc Quan 1y Dugc theo dung quy dinh hién hanh mdi 06 thang mot lan.

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

Piéu 6. Giam dbc S Y té cac tinh, thanh phd truc thudc trung wong va giam
dbc cong ty san xudt va cong ty dang ky c6 thude tai Diéu 1 chiu trach nhiém thi
hanh Quy¢t dinh nay./.

Noi nhan: CUC TRUONG
- Nhu Diéu 6;

- Bo trudng Nguyén Thi Kim Tién (dé€ b/c);
- TT. Truong Qubc Cudng (dé blc);

- Cuc Quan Y - Bo Qudc phong, Cuc Y t&€ - Bo Cong ¢
- Cyc Y t€ Giao thong van tai - By Giao thong van tai;]
- Téng cuc Hai quan - B6 Tai chinh;
- Bao hiém Xi hoi Viét Nam;

- Vu Phdp ché, Cuc Quén ly Y, Duoc c¢6 truyén, Cuc Q
Khém, chita bénh - B6 Y t€, Thanh tra Bo Y t¢;

- Vién KN thuéc TW, Vién KN thude TP. HCM;

- Téng Cong ty Duoc VN;

- C4c Cong ty XNK Duoc phﬁm

- Cac Bénh vién & Vién ¢ /q giuong bénh truc thudec Bo Y t&;
- Website ctia Cuc QLD{ Tap chi Dugc & MP - Cuc QLD;

- Luu: VT, KDD, BKT(10).




BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phic

DANH MUC 02 THUOC NUGC NGOAI

‘ . DUQC CAP SO PANG KY HIEU LUC 03 NAM
(THUOC CHUA HOAT CHAT KHANG VIRUS PANG KY LAN PAU) - PQT 100.

Ban hanh kém theo quyét dinh s6:532./QD-QLD, ngay /6......&./2018.

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

1.1 Nha san xuit: Patheon Inc. (P/c: 2100 Syntex Court, Mississauga, Ontario, LSN 7K9 - Canada)

STT

Tén thube

Epclusa (Déong goi thir
cap, xuat xuong: Gilead
Sciences Ireland UC, dia
chi: IDA Business and
Technology Park,
Carrigtohill, Co.
Cork-Ireland))

Sovaldi (Pong goéi thir
cAp va Xudt xudng :
Gilead Sciences Ireland
UC, dia chi: IDA
Business and
Technology Park,
Carrigtohill, Co. Cork,

Ireland)

Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cich
Ham lwong ché tho |chuin| doéng géi
Sofosbuvir 400mg; |Vién nén bao| 24 [NSX |Hép 1 1o 28
Velpatasvir 100mg |phim thang vién bao phim
Sofosbuvir 400mg | Vién nén bao| 36 [NSX [Hop 1 1o 28
phim thang vién

S6 ding ky

VN3-83-18
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