
BO GIAO THONG VAN TAl CONG HoA xA HOI CHU NGHiA VI-tT NAM
ClJC Y TE DQc l~p - Tl}' do - H~nh phuc

s6: ·rf1CYT-NVYD&TTBYT Ha N(Ji, ngay tl thong 9 nam 2015
VIv ban hanh danh muc thuoc rnroc
ngoai diroc cap s6 dang ky luu hanh

tai Viet Nam - DQ'190 b6 sung

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t~ chuyen nganh GTVT.

Ngay 0919/2015, C\IC Quan 1y Diroc .: BQ Y t~ co Quyet dinh s6 507/QD­
QLD v~ viec ban hanh danh muc 01 thu6c nuoc ngoai (thuoc chua hoat chat
khang virus dang ky I~n d~u - s6 dang ky co hieu luc 2 nam) duoc cap s6 dang
ky luu hanh tai Viet Nam - DQt 90 bo sung. NQi dung C\I th~ cua Quyet dinh
duoc dang tai tren Website cua C\IC Y t~ Giao thong van tai
hrtp.z/cucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huong d~n nghiep V\I
y teo

C~IC y t~ GTVT thong bao d~ cac dan vi nghien ciru thuc hien, dam bao
cac quy dinh v~ cong tac quan Iy DuQ'c tC;lidon vi./. U~

No"i nh{lI1:
- N 1m trel1;
- LUll: VT NVYD&TTBYT.



BOYTE
eve QuAN LY DUQe

S6: '5D1-IQD-QLD

eONGHoA xA HOI cnu NGHiA VIET NAM. . .
DQcI~p - TV do - H~nh phuc

HaNoi, ngay 05thimgB nam 2015

"QUYETBINH
ve viec ban hanh danh muc 01 thu6c mroc ngoal

(thu6c chua hoat chat khang virus dang ky hin dau - s6 dang ky co hi~Dluc
02 nam) duqc cap s6 dang ky luu hanh t2;\iVi~t Nam - Dqt 90 b6 sung

CVCTRUONGCvcQuANLYDUQC
Can cir Luat Diroc ngay 14 thang 6 nam 2005;
Can c-uNghi dinh s6 63/2012/ND-CP ngay 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co c~u t5 chirc cua BQY t8;
Can err Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua BQ tnrong BQ

Y t8 v~ viec quy dinh chirc nang, nhiem vu, quyen han va co c~u t5 chirc cua
C\lCQuan ly Duoc thuoc BQY t8;

Can cir Thong nr s6 44/2014/TT-BYT ngay 25/1112014 cua BQY t8 qui
dinh viec dang Icy thuoc,

Can eu y kien cua H¢i d6ng tu vfu1cap s6 dang ky lUll,harmthu6e - B¢ Y
t€;

Xet d~nghi cua Truang phong Dang Icy thu6c - C\lCQuan ly Dugc,

QUYETDJNH:
Di~u 1. Ban hanh kern thea Quy8t dinh nay danh m\lC 01 thu6c nuac

ngoai (thu6c c4ua ho~t chat khcingvirus dang ky IAndAu- s6 dang ky co hi~u llJc
02 nam) duqc cap s6 dang ky lUllharm t~iVi¢t Nam - Dqt 90 b6 sung.

Di~u 2. Nha san xuat va e6ng ty dang ky thu6e co tnich nhi¢m eung cap
thu6e vao Vi~t Nam thea dung cae h6 sa tm li¢u da dang ky vai B¢ Y t€. S6 dang
ky duqc B¢ Y t€ Vi~t Nam cap phciiduqc in len nhan thu6c. S6 dang kY co ky
hi~u VN2-... -15 co gia tri 02 nam ke tir ngay kY Quy€t dinh.

DieD3. Trong qua trinh sir d\lng thu6c, cong ty san xu~t, cong ty cung c~p
va cac co sa di~u tri phai th\l'c hi~n dimg cac quy dinh hi~n hanh v~ quan ly
thu6c; phai thea d5i, t5ng hgp va bao cao hi~u qua di~u tri thea dimg quy djnh
hi~n hanh m6i 06 thang mQt Ian v~ C\lCPhong ch6ng HIV1AIDS va C\lCQuan
Iy dugc - BQY t8. .

Di~u 4. Quy8t dinh nay co hi~ul\l'c kS til ngay Icy ban hanh.



Di~u 5. Giam dfic So Y tS cac tinh, thanh phfi tnrc thuoc trung uong va, , ,',
Giam doc cong ty san xuat va dang ky.co thuoc tai Dieu 1 chiu trach nhiem thi
hanh Quyet dinh nay.!.

NO'i nhQn:
- Nhir Di~u 5;
- BT. Nguy~n Thi Kim Ti~n (d~ b/c);
- Cac dAngchi Thir tnrong (d~ b/c);
- Cue Quan y - BQQuAc phong, Cue Y t~- BQCA; r:
- Cue Y t~giao thong v~ tai- BQGTVT; r', ~;.:' .
- Tong Cue Hai Quan- BQ Tai Chfnh: \ iJ;,~J'. , 0~il~~f' ' 0:
- Bao hi~I? xli hQi Vi~t Nam; (..~~-(,~-':~"'~:~~S"'~Q~·:;~-~-~~~--- BQ Y te: Vu PMp che; Cue Quan ly KMm, chua benh; .....
Phong chAngHNIAIDS; Thanh tra BQ; Truong Quae Cuong
- Vi~n KN thuAc TU va YKN thuAc TP.HCM;
- TAng Cong ty Duoc VN;
- Cac benh vien, Vi~n co giuong benh tnrc thuoc BYT;
- Website cua Cue QLD, Tap chi Diroc My phfun - Cue QLD;
- Luu: VP, KDD, GT, DKT (4b). .



BOYTE
CVC QuAN LY DU<}C

eONG HOA xA HOI em) NGHIA VIeT NAM
DQcl~p - T\f do - Hanh phuc

DANH MUC 01 THUOC NUOC NGOAI mroc cApso DANG KY
. HIE:U LVC 02 NAM - D<}T90 BO SUNG

Ban hanh kern thee quyet dinh s6:.J.z:l.IQD-QLD, ngay ,'fj./.f)../.~{)d!)

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

1.1Nha san xuit: Mylan Laboratories Limited (Dlc: F-4 & F-12, !vtIDC, Malegaon, Sinnar,
Nashik-422113, Maharashtna - India)

Ten thuAc Hoat ch~t chinh - Dang bao Tu6i Tieu Quy each Sa dang kYSTT Ham hrong ch~ thQ chuin dong goi
'; 1 Tenofovir Disoproxil Tenofovir disoprosil Vien nen bao 24 NSX HQP 1 chai 30 VN2-373-15

Fumarate, Lamivudine fumarat 300mg; phim thang vien
and Efavirenz Tablets Lamivudin 300mg;
300mg/300mg/600mg Efavirenz 600mg

-
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