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QUYETDINH
v~vi~c ban hanh danh muc 01 thuoc mroc ngoai

chua hoat chit khang virus dang kY IAndAu- sa dang kY co hi~u 11}'c03 nam)
dUQ'Ccap so dang ky lUll hanh t~i Vi~t Nam - Dot 101 (b&sung)

ClJC TRUONG eve QuANLV mroc

Can cu Luat DUQ'engay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 75/2017/NI)-CP ngay 20/6/2017 cua Chinh phu quy
hue nang, nhiem vu, quyen han va co e~u t6 chirc oua B9 Y t~;

. "

Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua B9 tnrong B9 Y
t~ v;\.viec quy dinh chirc nang, nhiem vu, quyen han va co e~u t6 chirc cua Cue
Qua 1yDUQ'ethuoc B9 Y tS;

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

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B9 Y t~ quy
dinh viec dang ky thuoc,

Can cir y kien eua H9i d6ng tu v~ e~p gi~y dang ky luu hanh thu6e, nguyen
li~u am thu6e - B9 Y t~;

. , .

Xet dS nghi eua TruOng phong Dang ky thu6c - evc Quan 1yDuqe;

QUYET DINH:

Di~u 1. Ban hanh kern theo QUYStdiM nay danh m\le 01 thu6e nuae ngoai
(th 6e chua ho~t eh~t khang virus dang kY l~n d~u - s6 dang ky co hi~u Ive 03
na ) duqc e~p s6 dang kY luu hanh t~i Vi~t Nam - Dqt 101 (b6 sung).

Di~u 2. Co sa san xu~t va co sa dang ky co thu6c 1uu hanh phai in s6 dang
uqe B9 Y t~ e~p len nhan thu6c va phai eh~p himh dung cae quy dinh co lien
dSn san xu~t va luu hanh thu6e. S6 dang ky co ky hi~u VN3- ...-18 co gia tri
am kS illngay ky QuySt dinh.

Di~u 3. Co sa dang ky va co sa san xu~t phai th\Ic hi~n theo dung cae cam
kSt trong qua trinh dang ky thu6c truac khi dua thu6c luu hanh tren thi truemg va
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thirc hien dung cac yeu c&ubao cao trong cong tac bao dam ch~t hrong thuoc vS
Cue Quan ly Diroc, Thu6c tnroc khi dira ra thi tnrong phai diroc kiem tra dat tieu
chuan ch~t hrong theo quy dinh,

D6i voi 03 10nhap khau d&utien: Co sa phai giri m&u thuoc kern theo ch~t
chuan dS Vien kiem nghiem thuoc Trung Ifong hoac Vien kiem nghiem thuoc Tp.
H6 Chi Minh kiSm tra theo tieu chuan ch~t hrong da: dang ky, chi diroc hru hanh
sau khi kSt qua kiem nghiem dat yeu c&u.

f)i~u 4. Trong qua trinh hru hanh, co sa dang ky va co sa san xu~t phai kSt
hop voi cac co sa diSu tri dS thirc hien theo dung cac quy dinh hien hanh vS thuoc
ke dan va theo doi an toan, hieu qua, tac dVng khong mong mu6n cua thu6c tren
nguai Vi~t Nam. Co sa dang ky co trach nhi~m t6ng hgp cac bao cao cua cac dan
vi tren vS Cvc Quan ly Dugc theo dung quy dinh hi~n hanh m6i 06 thang mQt l&n.

f)i~u 5. QuySt dinh nay co hi~u l\lc kS illngay cy ban hanh.

f)i~u 6. Giam d6c Sa Y tS cac tinh, thanh ph6 tf\lC thuQc trung uang va giam
d6c cong ty sim xu~t va cong ty dang ky co thu6c t?i DiSu 1 chiu trach nhi~m thi
hanh QuySt dinh nay.!.

Noi nhtJ-n:
- Nhu Di~u 6;
- B9 tnr<'mgNguy8n Thi Kim Tien (d~ b/c);
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- C1,lCQuful Y - B9 Quoc phong, C1,lcY te - B9 Cong an! ~*:"~
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- V1,lPhap che, C1,lCQuan ly Y, Dugc co truyen, Cl,lcQu -4...'" ... u Tuan CU01lg
Kham, chua b¢nh - Be? Y te, Thanh tra B9 Y te;
- Vi¢n KN thuoc TW, Vi¢n KN thuoc TP. HCM;
- T6ng COng ty Dugc VN;
- Oie Cong ty XNK Dugc phAm;
- Ok B¢nh vi¢n & Vi¢n co giuOng b¢nh t:n,rcthu9c Be?Y te;
- Website cua C1,lCQLD, T~p chi Dugc & MP - C1,lCQLD;
- Luu: VI, KDD, DKT(lO).
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BQYT
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eQNG HOA :xAHQI coo NGHiA VIST NAM
DQc l~p - TI! do - Hanh phuc

01 THUoe NUde NGON DU'QC cAP so DANG KY HISU urc 03 NA.M
HO~T CHAT KHANG VIRUS DANG KY LAN DAu) - DQT 101 (BO SUNG).

" ;..;. •"J.d_{,~/.i{" ' ,L} '0 '?'1 eBan harm kern theo quyet dinh so. Of>.j.~QD-QLD,ngay- ..;.)./..('./ ..;~.0 ,)

1. Cong ty dang ky: Mega Lifesciences Public Company Limited (Die: 384 Moo 4, Soi 6,
Bangpoo L dustrial Estate, Pattana 3Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

1.1 Nha s n xuit: Natco Pharma Limited (Die: Kothur, Mahaboobnagar (District) Telangana -
India)

STT Te thu8c
Hoat chit chinh - Dang bao TuBi Tieu Quy cach Sa dang ky

Ham luong ch~ tho chuAn dong gOt.

1 Hepcinat- P Ledipasvir 90mg; Vien nen bao 24 NSX HOp l1Q 28 VN3-10~
Sofosbuvir 400mg phim thang vien

Tuin CU'(Yng

Trang 1
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