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BOYTE
C. CQUAN LY DUQe

6:~ltijQD-QLD Ha N(Ji, ngay,~,~thang (Dndm 2018

QUYETDJNH
V~ vi~c ban hanh danh muc 03 thuoc mroc ngoal

(thu c chua hoat chAt khang virus dang ky l§n d§u- sa dang ky co hi~u h,rc03 nam)
dUQ'Ccap so dang ky hru hanh tal Vi¢t Nam - Dot 101 (bB sung)

cue TRUONG CVC QUAN LY DU'QC

Can ell Luat Diroc ngay 06 thang 4 nam 2016;

Can ell Nghi dinh s6 75/2017/NI)-CP ngay 2016/2017 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co e~u t6 chirc cua B9 Y t~;

Can ell Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua B9 tnrong B9 Y
viec quy dinh chirc nang, nhiern vu, quyen han va co e~u t6 chirc cua Cue
Iy Duoc thuoc B9 Y t~;

Can ell Quyet dinh s6 739/QD-BYT ngay 05/3/2015 cua B9 Y t~ vS viec
anh k~ hoach phong chong benh viem gan vi rut giai doan 2015-2019;

Can cir Thong tu s6 44/2014/TT-BYT ngay 2511112014 cua B9 Y t~ quy
di viec dang kY thu6e,

Can ell y ki~n eua H9i d6ng tu v~n e~p gic1Ydang kY luu hanh thu6e, nguyen
li~u lam thu6e - B9 Y t~;

Xet dS nghi eua TruOng phong Dang kY thu6e - Cve QU:~mly Duge; .

QUYETDINH:

Di~u 1. Ban hanh kern thea Quy~t dinh nay danh mve 03 thu6e nuae ngoai
(th 6e chua hOi:lteh~t khang virus dang kY l~n d~u - s6 dang ky co hi~u lve 03
na ) duge ec1ps6 dang kY luu hanh ti:liVi~t Nam - D9'1101 (b6 sung).

Di~u 2. Co sa san xu~t va co sa dang ky co thu6c luu hanh phai in s6 dang
ky ugcB9 Y tS e~p len nhan thu6c va phai ch~p hanh dung cac quy dinh co lien
qua d~n san xu~t va 1uu hanh thu6c. S6 dang ky co ky hi~u VN3- ...-18 co gia tri
03 am k~ til ngay ky Quy~t dinh.

Di~u 3. D6i vai eac thu6c ban hanh kern theo quy~t dinh nay va thu9C danh
rn\! thu6c diSu tri b~nh viem gan C, co sa dang ky va co sa san xu~t phai th\l'c
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hien thea dung cac cam kSt trong qua trinh dang ky thu6c truce khi dira thuoc hru
hanh tren thi tnrong va thirc hien dung cac yeu c~u bao cao trong cong tac bao dam
chat hrong thuoc vS Cue Quan ly DUCic.Thu6c truce khi dira ra thi tnrong phai
diroc kiSm tra dat tieu chu~n chat IUQ'Ilgthea quy dinh.

:86i voi 03 10nhap kh~u d~u tien: CO"sa phai gui m§:u thu6c kern thea chat
chu~n dS Vi~n kiSm nghiem thu6c Trung Vong hoac Vi~n kiSm nghiem thu6c Tp.
H6 Chi Minh kiern tra thea tieu chuan chat hrong da: dang ky, chi diroc luu hanh
sau khi kSt qua kiem nghiern dat yeu c~u.

f)i~u4. Trong qua trinh luu hanh, co sa dang ky va co sa san xuat phai kSt
hQ'Pvoi cac co sa diSu tri dS thirc hien thea dung cac quy dinh hien hanh vS thu6c
ke dan va thea doi an toan, hi~u qua, tac d\mg khong mong mU6n cua thu6c tren
nguai Vi~t Nam. CO"sa dang kY co trach nhi~m t6ng hQ'Pcac bao cao cua cac dan
vi tren vS C\lCQuan ly DuQ'c thea dung quy dinh hi~n hanh m6i 06 thang mQt l~n.

Dil~u 5: Tat ca cac thu6c ban hanh kern thea QuySt dinh nay, trong vang 03
thang kS tu ngay ky ban hanh QuySt dinh nay, cO"sa dang kY phai chiu trach nhi~m
c~p nh~t/hoan thi~n cac nQi dung hanh chinh thea cac cong van thong bao cua C\lC
Quan ly DUCicva chi duQ'c san xuat, nh~p kh~u, luu hanh thu6c tren thi truemg sau
khi C\lC Quan ly DuQ'c phe duy~t cac nQi dung c~p nh~t nay. Sau thai gian neu
tren, nSu cO"sa khong b6 sung h6 sO"thi Cvc Quan ly DuQ'c se rut s6 dang kY.

f)i~u6. QuySt dinh nay co hi~u l\l'c kS tu ngay kY ban hanh.

f)i~u7. Giam d6c Sa Y tS cac tinh, thanh ph6 tf\l'c thuQc trung uang va giam
d6c cong ty san xuat va cong ty dang kY co thu6c t~i DiSu 1 chiu trach nhi~m thi
hanh QuySt dinh nay.!.

Noi nh~n:
- Nhu Di~u 7;
- B¢ truang Nguy~n Thi Kim Tien (d~b/c);
- TT. Truong Qu6c Cuemg (d~ b/c);
- ClfCQuan Y - B¢ Qu6c phong, ClfCY te - B¢ Cong an
- ClfCY te Giao thOng v~n tai - B¢ Giao thOng v~n tii;
- Tcing ClfCHii quan - B¢ Tai chinh;
- Bao hi~m Xa hOiViet Nam;
- Vlf Phapche, ClfCQuan lyY,Dugc cci truy~n, ClfCQuiD ly'~---
Kham, chua b¢nh - B¢ Y te, Thanh tra B¢ Y te;
- Vi¢n KN thu6c TW, Vi¢n KN thu6c TP. HCM;
- Tcing COng ty Dugc VN;
- cac Cong ty XNK Dugc pham;
- cac B¢nh vi¢n & Vi¢n co giuemg b¢nh tn!c thu¢c B¢ Y te;
- Website cila ClfCQLD, T<;lpchi Dugc & MP - Clfc QLD;
- LUll: VT, KDD, DKT(lO).

ii Tu~nCuo-ng



BOY r:£
CVC QUAN ]~Y DUQC

CONO HOA xA HOr cnu NOHlA VI$T NAM
DQc l~p - TV do - Hanh phuc

DANH Ml,JC 03 THUDC NUdc NooAr DVOC cAP SO DANG KY HIEU LVC 03 NAM
(THUOC em' A HOA-T CHAT KHANG VIRUS DANG KY LAN DAU) - DQT 101 (BO SUNG).

Ban hanh kern thea quyet dinh s6:f."i\'~1LQD-QLD, ngay i!l.l ..cp..I ... -l.(J{

1.Cong t:lr dang ky: APC Pharmaceuticals & Chemical Limited (Die: 191F, Chung Hing
Commerc al BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

1.1 Nha I an xu~t: Atra Pharmaceuticals Limited (Die: Plot No. H19, MIDC Area, Waluj,
Aurangal ad 431133, Maharashtra State - India)

T€n thu6c
Hoat chAt chinh - Dang bao TuBi Tieu Quy cach ss dang kySTT Ham hrong ch~ tho chu§n dong goi

1 Sofuvir Sofosbuvir 400mg Vien nen bao 24 NSX HQP 119 x28 VN3-105-18
phim thang vien

- - ..-

2. Cong y dang ky: Mi Pharma Private Limited (Die: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)

2.1 Nha san xu~t: Mylan Laboratories Limited (Die: F-4 & F-12, MIDC, Malegaon, Tal.Sinnar,
Nashik-«22113, Maharashtra state - India)

STT Ten thu6c s6 dang kY

VN3-107-18

Hoat chAt chinh -
Ham iU'Q'Ilg

Dang bao TuBi Tieu
ch~ tho chu§n

Quy cach
dong goi

2 Myhep 400mg Sofosbuvir 400mg HQP 1 chai x 28
vien

Vien nen baa 24 NSX
phim thang

3. Cong ty dang ky: Mi Pharma Private Limited (Dlc: B-2103, Tharwani,.,Palm Beach Road,
sanpada navi Mumbai-400705, Maharashtra - India) .

3.1 Nhs san xuat: Mylan Laboratories Limited (Die: F4 & F12, MIDC, Malegaon, Tal. Sinnar,
Nashik 422113, Maharashtra state - India) .

STT Ten thuB( s6 dang kyHoat chAt chinh - Dang bao TuBi Tleu
Ham lU'Q'ng ch~ tho chuan

VN3-106-18

Quy cach
dong goi

3 Ledvir Ledipasvir (diroi dang Ledipasvir Vien nen baa 24 NSX HQP 1 19 x 28
premix) 90mg; Sofosbuvir 400mg lohim thanz vien

Trang 1


