
BO GlAO THONG VAN TAl CONG HOA xA HOI CUU NGHiA VI~T NAM
CT)CY TE flQc l~p - Tl}' do - H~nh phuc

S6:AD'f5/CYT-NVYD&TTBYT Ha N9i, ngay ~ thang 12 ndm 2017
V Iv ban hanh danh 111\lC thuoc san
xuat trong J1UO-C OU9'C dp s6 dang ky
luu hanh tai Vi~t Nam - 09t 159 b6
xung

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t€ chuyen nganh GTVT;
- Cong ty c6 phan Benh vien GTVT.

Ngay 07112/2017, Cue Quan 1y Duoc - Be>Y t€ c6 Quyet dinh s6 5591QD­
QLD v€ viec ban hanh danh muc thuoc san xu~t trong nuoc ducc c~p s6 dang ky
luu hanh tai Viet Nam - dot 159 b6 xung. Noi dung cu th€ cua Quyet dinh tren
duoc dang tai tren trang thong tin di~n nr cua Cue Y t€ GTVT - Dia chi:
http://ha,lnt.gov,vn -Muc: Thong tin thuoc.

Cue Y t€ GTVT thong bao d€ cac don vi bi€t va thuc hien.'. *'
No'i nhiin: cue TRUONG
- Nhu tren (Qua website C\lC Y t~ GTVT);
- LUll: VT, NVYD&TTBYT.



BOYTE
CVC QUAN LV DUQC

S6: 559 IQD-QLD

CONG HoA xX HOI CHU NGHiA VIET NAM. . .
DQc l~p - TlJ do - H~nh phuc

Ha N(Ji, ngay ()ithang,lotniim 2017

QUYETDlNH
V~ vi~c ban hanh danh muc 01 thu&c san xudt trong mnrc

(thuAc chua hoat chdt khang virus dang ky lin diu - sAdang ky co hi~u h,rc02 nam)
dUQ'ccdp s&dang ky Iuu himh t~i Vi~t Nam - DQ"t159 bB sung,

cue '( TE ',?lilO \~A,NTAil
CO~C VAN DEN

CVC TRUONG Cl)C QUAN LYmrc
1 3 -12- 2017

so" , , ... j:;l2.: , . , ... ,Can ell' Luat Diroc ngay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 75/2017/N£)-CP ngay 20/6/2017 cua Chinh phu quy
dinh clnrc nang, nhiem vu, quyen han va co e~u t6 clurc cua BQY tS;

Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY
tS vS viec quy dinh chirc nang, nhiem vu, quyen han va co e~u t6 clnrc cua Cue
Quan 1y Duoc thuoc BQY tS;

Can cir Quyet dinh s6 739/QD-BYT ngay 05/3/2015 cua BQ Y tS vS viec
ban hanh kS hoach phong chong benh viem gan vi rut giai doan 2015-2019;

Can eu Thong tu s6 44/2014/TT-BYT ngay 25/1112014 eua BQ Y tS quy
dinh vi~e dang ky thu6e,

Can eu y kiSn eua HQi d6ng tu v~n e~p gi~y dang ky lUllhanh thu6e, nguyen
li~u lam thu6e - BQY tS;

Xet dS nghi eua Truang phong Dang ky thu6e - Cve Qwin ly Duqe;

QUYETDlNH:

Di~u 1. Ban hanh kern thea QuySt dinh nay danh mve 01 thu6e san xu~t
trong nuae (thu6e chua ho~t eh~t khang virus dang kY l~n d~u - s6 dang ky co hi~u
lve 02 nam) duqe e~p s6 dang ky lUllhanh t~i Vi~t Nam - Dqt 159 b6 sung.

Di~u 2. CO' sa san xu~t va cO'sa dang kY co thu6e lUll hanh phai in s6 dang
ky duqe BQY tS e~p len nhan thu6e va phai eh~p hanh dung cae quy dinh co lien
quan dSn san xu~t va lUll hanh thu6e. S6 dang ky co ky hi~u QLDB- ...-17 co gia tri
02 nam kS tu ngay ky QuySt dinh.



Di~u 3. Co s6 dang ky va co so san xu~t phai thuc hien thea dung cac cam .
k~t trong qua trlnh dang ky lhu0(.;truce khi dua thuoc hru hanh tren thi tnrong va
thirc hien dung cac yeu c~u bao cao trong cong tac bao dam ch~t hrong thuoc vS
C\lC Quan Iy Duoc. Thu6c tnroc khi dua ra thi tnrong phai diroc kiem tra dat tieu
chu~n chat hrong thea quy dinh.

J)i~u 4. Trong qua trinh hru hanh, co so dang ky va co so san xu~t phai kSt
h0'P voi cac co so diSu trj dS thuc hien thea dung cac quy dinh hien hanh vS thu6c
ke dan va thea d6i an toan, hieu qua, tac dung khong mong muon cua thuoc tren
nguoi Viet Nam. Co so dang ky c6 trach nhi~m t&ng hQ'Pcac bao cao cua cac dan
vi tren vS C\lC Quan ly DuQ'cthea dung quy dinh hi~n hanh m6i 06 thang mQt l~n.

Di~u 5. QuySt dinh nay c6 hi~u Ivc kS tu ngay ky ban hanh.

Di~u 6. Giam d6c S6 Y tS cac tinh, thanh ph6 trvc thuQc trung uang va giam
d6c cong ty san xu~t va cong ty dang ky c6 thu6c t~i DiSu 1 chiu trach nhi~m thi
hanh QuySt dinh nay.!.

NO'inh(in:
- Nhu Di@,u6;
- BT. Nguy~n Thi Kim Ti~n CdSb/c);
- TT. Truong Qu6c Cucmg (dB b/c);
- Cl,lCQuan y - BQQu6c phOng, Cl,lCY t6 - B9 CA;
- Cl,lCY t~ giao thong v~n tai- B9 GTVT; /'
- T6ng Cl,lCHai Quan- B9 Tai Chinh;
- Bao hiSm xii hQi Vi~t Nam;
- Vl,l Phap ch~, Cl,lCQuan ly Kham, chua b~nh - B9 Y t~;
Thanh tra B9 Y t@;
- Vi~n KN thu6c TV va VKN thuBc TP.HCM;
- T6ng Cong ty DuQ'c VN - CTCP;
- Cac b~nh vi~n, Vi~n co gimmg b~nh tn,rc thuQc BYT;
- Website cua Cl,lCQLD, T~p chi DUQ'cMy phAm - Cl,lC
QLD;
- Luu: VT, KDD, DKT (ISb).

KT. CVC TRUONG
PHO CVC TRUONG



BOYTE
Cl}C QUAN LV DUQC

CONG HOA xA HOI cnu NGHiA VIET NAM. . .
DQc l~p - Tl}'do - Hanh phuc

DANH MUC 01 THUOC SAN XUAT TRONG xtroc
DUQC cAp so DANG KV HI:E:ULl/C 02 NAM

(THUOC CHUA HO~T CHAT KHANG VIRUS DANG KY LAN DAu) - DQT 159 BO SUNG

Ban hanh kern thea quyet dinh s6:559./QD-QLD, ngay{ff:./JJ../ ..lLJq
1.Cdng ty dang ky: Hetero Labs Limited (Die: 7-2-A2, Hetero Corporate, Industrial Estate,
Sanathnagar, Hyderabad, Telangana -india)

1.1 Nha san xuit: Chi nhanh Cdng ty TNHH LD Stada-Viet Nam (Die: s6 40 Dgi 16TvDo,
KCN Viet Nam - Singapore, Thudn An, Binh Duong - Vi?tNam)

Ten thuoc Hoar rhfit chinh - n~ng bao Tu6i Tiell Quy cach S6 dang kySTT Ham 1U'Q'ng ch~ tho chuiin dong goi

1 Sosvir (CSNQ: Hetero Sofosbuvir 400mg Vien nen ban 24 TeeS HQp 4 vi x 7 QLDB-647-17
Labs Limited; Dja chi: phim thang vien, hOp 1 chai
7-2-A2, Hetero 28 vien
Corporate, Industrial
Estate, Sanathnagar,
Hyderabad, Telangana,
India)
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