BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6:%¢/12/QD-QLD Ha NGi, ngay <9 thang (O niim 2018
QUYET PINH

V& viéc ban hanh danh muc 03 thuo’c nudc ngoai

(thudc chira hoat chit khang virus ding ky lin dau- sé ding ky c6 higu lyc 03 niim)

duoc cip s6 dang ky luru hanh tai Viét Nam - Pot 101 (bd sung)

CUC TRUGNG CUC QUAN LY DUGC

Cén ctr Luat Duoc ngay 06 thang 4 ndm 2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phu quy

dinh|chirc nang, nhiém vu, quyén han va co cau t6 chuc cia Bo Y té;

Can cir Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 ctia Bo truong Bo Y

t€ vé viéc quy dinh chirc nang, nhiém vu, quyén han va co cau to6 chuc cua Cuc
Quan ly Dugc thudéc Bo Y té;

ban

Can ctr Quyét dinh s6 739/QD-BYT ngay 05/3/2015 ciia B Y té vé viéc
hanh ké hoach phong chéng bénh viém gan vi rit giai doan 2015-2019;

Can cir Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cua BO Y té quy

dinh viéc dang ky thudc,

liéu

Cin cir y kién cia Hoi ddng tu van cip gidy ding ky luu hanh thude, nguyén
lam thudc - BO Y té;

Xét d& nghi ctia Trudng phong Ping ky thude - Cuc Quan 1y Dugc;
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh néy danh muc 03 thudc nude ngoai

(thubc chura hoat chét khang virus dang ky 1an dau - sb déng ky co hiéu luc 03
nam) duge cap s6 dang ky luwu hanh tai Viét Nam - Dot 101 (b sung).
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Piéu 2. Co s& san xuit va co so ding ky c¢6 thude luu hanh phai in sb ding
trgc BO Y té cép 1én nhén thudc va phai chip hanh ding cac quy dinh cé lién
n dén san xudt va luu hanh thude. S6 ding ky c6 ky hiéu VN3-...-18 c6 gia tri
13m ké tir ngay ky Quyét dinh.

Piéu 3. DSi vdi cac thude ban hanh kém theo quyét dinh nay va thudc danh
thudc diéu tri bénh viém gan C, co s& ding ky va co s& san xuat phai thuc




hién theo dung cac cam két trong qua trinh dang ky thudc trude khi dua thube luu
hanh trén thi truong va thuc hién ding cic yéu cau béo cdo trong cong tac bao dam
chat lucg:ng thubc vé Cuc Quan Iy Dugc. Thubc trude khi dua ra thi truong phai
dugc kiém tra dat ti€u chuén chat lugng theo quy dinh.

Péi véi 03 16 nhép khiu dau tién: Co s& phai giri mau thude kém theo chat
chuén dé Vién kiém nghiém thudc Trung Uong hodc Vién kiém nghiém thudc I
Hd Chi Minh kiém tra theo tiéu chuén chit luong da dang ky, chi dugc luu hanh
sau khi két qua kiém nghiém dat yéu cau.

Piéu 4. Trong qua trinh lvu hanh, co s& ding ky va co s& san xut phai két
hop vé1 céc co s& diéu tri dé thuc hién theo ding cac quy dinh hién hanh vé thube
ké don va theo doi an toan, hiéu qua, tac dung khong mong mudn cta thudc trén
nguoi Viét Nam. Co s¢ déng ky c6 trach nhiém tdng hop céc bao cdo clia cac don
vi trén vé Cuc Quan ly Dugc theo dung quy dinh hién hanh mdi 06 thang mét lan.

Diéu 5: TAt ca cé4c thudc ban hanh kém theo Quyét dinh nay, trong vong 03
thang ké tir ngay ky ban hanh Quyét dinh nay, co s& ding ky phai chiu trach nhiém
c4p nhat/hoan thién céc ndi dung hanh chinh theo céc cdng van thong béo cua Cuc
Quan ly Dugc va chi dugce san Xuét, nhap kh4u, luu hanh thudc trén thi truong sau
khi Cuc Quan ly Dugc phé duyét cac ndi dung cap nhat nay. Sau thoi gian néu
trén, néu co s& khong bd sung hd so thi Cuc Quan ly Duge s& rit s6 dang ky.

Piéu 6. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 7. Gidm dbc S& Y té cac tinh, thanh phd truc thudc trung wong va gidm
ddc cong ty san xuit va cong ty ding ky c6 thuoc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:
- Nhu Diéu 7;
- B truéng Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Quéc Cudng (dé b/c); o %
- Cuc Quan Y - Bo Quéc phong, Cuc Y t€ - Bo Cong anf ~ i\
-Cuc'Y t€ Giao thong vén tai - Bo Giao thong van tai; §
- Téng cuc Hai quan - Bo Tai chinh;
- Bdo hiém Xa hoi Viét Nam;
- Vu Phdp ché, Cuc Quén 1y Y, Dugc cd truyén, Cuc Quan ly '
Khém, chita bénh - Bo Y t&, Thanh tra Bo Y t&;
- Vién KN thuéc TW, Vién KN thuéc TP. HCM;
- Téng Cong ty Dugc VN;
- Céc Cong ty XNK Dugc phdm;

- C4c Benh vién & Vién c6 giuong bénh truc thudc Bo Y t&;
- Website cia Cuc QLD, Tap chi Dugc & MP - Cuc QLD;
- Luu: VT, KDD, DKT(10).

~ A \
it Tuan Cwong



BOY TE

CUC QUAN

DANH MU
(THUOC CHU

1. Cong t;
Commerc

1.1 Nha
Auranga

CONG HOA XA HOI CHU NGHIA VIET NAM

LY DUQC Pjc lap - Tw do - Hanh phiic

C 03 THUOC ‘NUO'C'NGOAI PUGC CAP sg‘) D‘ANGxKY HIEU LUC 03 NAM
A HOAT CHAT KHANG VIRUS PANG KY LAN DAU) - QT 101 (BO SUNG).

Ban hanh kém theo quyét dinh sé:ﬁs’leD-QLD, ngay L1001 el

y ding ky: APC Pharmaceuticals & Chemical Limited (D/c: 19/F, Chung Hing
al BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

an xuit: Atra Pharmaceuticals Limited (B/c: Plot No. H19, MIDC Area, Walyj,
vad 431133, Maharashtra State - India)
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: 'Hoat cht chinh - | Dang bao |Tudi| Tiéu | Quy cich P
A y . ” S d
L FRELMIOR Ham lugng ché tho |chuan| dong goi o dingky
1 |Sofuvir Sofosbuvir 400mg |Vién nén bao| 24 |[NSX [Hop 1 1lo x 28 VN3-105-18
1 - phin Jthang)  |vién N
2. Cong ty ding ky: Mi Pharma Private Limited (D/c: B-2103, Tharwani, Palm Beach Road,
Sanpada,| Navi Mumbai - 400705, Maharashtra - India)
2.1 Nha bﬁn Xuat: Mylan Laboratories Limited (B/c: F-4 & F-12, MIDC, Malegaon, Tal.Sinnar,
Nashik-422113, Maharashtra state - India)
A P Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cach S8 di 2
L L L Ham lrong ché | tho [chudn| dong goi e L
2 [Myhep 400mg Sofosbuvir 400mg | Vién nén bao| 24 [NSX [Hop 1 chaix 28| VN3-107-18
phim thang |vién
3. Céng|ty ding ky: Mi Pharma Private Limited (D/c: B-2103, Tharwani, Palm Beach Road,
sanpada, navi Mumbai-400705, Maharashtra - India)
. | Nhisén Xuat: Mylan Laboratories Limited (D/c: F4 & F12, MIDC, Malegaon, Tal. Sinnar,
Nashik 422113, Maharashtra state - India)
sl s Hoat chit chinh - | Dangbao [Tudi| Tiéu | Quycdch | & 4500 v
L e vt Ham lugng ché tho |chuidn| déng goi SERESY
3 |Ledvir Ledipasvir (du6i dang Ledipasvir [ Vién nén bao| 24 |[NSX |Hop 1 lo x28 VN3-106-18
premix) 90mg; Sofosbuvir 400mg | phim thang vién




