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ua Nr)i, nga» ,Lg thdng /1)nam 2018

QmTD,NH
e viec ban hanh danh muc 03 thuoc mroc ngoal (thuoc chua hoat chat

khang virus dang ky Ian dau - so dang ky co hieu hrc 03 nam)
diroc cap so dang ky hru hanh tal Vi~t Nam - DQ't101

CVCTRUONGCvcQuANLYDUQC

Can errLuat Diroc ngay 06/4/2016;

Can cu Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
di chirc nang, nhiem vu, quyen han va co cau t6 chtrc cua BQ Y te';

Can crr Quyet dinh so 3861/QD-BYT ngay 30/9/2013 cua B9 tnrong B9 Y
te q y dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua Cue Quan ly
diro thuoc BQ Y te';

Can cti Thong nr so 44/2014m-BYT ngay 25/11/2014 cua BQ Y te quy
dinh viec dang ky thuoc;

Can cii y kien cua Hoi dong tir van cap gi~y dang ky hru hanh thuoc,
ngu en lieu lam thuoc - B¢ Y te;

Xet d~ ngh! cua TruOng Phong Dang ky thuoc - CtJc Qmln ly DuQ'c,

QUYETD,NH:

Dieu 1. Ban hanh kern thea Quyet dinh nay danh m\1c 03 thuoc nuac
ngoa (thuoc chrra ho~t chat khang virus dang ky l~n d~u - so dang ky c6 hi~u Ivc
03 n m) dUQ'Ccap so dang ky lUllhanh t~i Vi~t Nam - DQ't101.

Dieu 2. Nha san xuat va cong ty dang ky thuoc c6 trach nhi~m cung cap
thuo vao Vi~t Nam thea dung cac h6 sa tai li~u da dang kyv6'i B¢ Y teoSo dang
ky d Q'cB9 Y te Vi~t Nam cap phai dUQ'cin len nhm thuoc. S6 dang ky c6 ky
hi~u N3- ... -18 c6 gia tq 03 nam k~ tit ngay ky Quyet dinh.

Dieu 3. Trong qua trinh lUll hanh, cong ty dang ky thuoc, nha san xuat
phai hoi hqp vai cac ca sa dieu tq d~ thvc hi~n thea dung cac quy dinh hi~n
hanh ve thuoc ke dan va thea d5i an to~mhi~u qua, tac d\1ngkhong mong muon
cua t uoc tren nguOi Vi¢t Nam va t6ng hqp, bao cao thea dung quy dinh hi~n
hanh 6i 06 thang m¢t lfu ve Cl!c Quan ly DuQ'c.

Dieu 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh d~y du
phap u~t cua nuac CHXHCN Vi~t Nam va cac quy dinh cua B¢ Y te ve nh~p
khftu huoc va lUll hanh thuoc t<:liVi~t Nam; neu c6 bat Cll thay d6i gi trong qua



trinh hru harm thuoc a nuoc sa tai va aViet Nam thi phai bao cao ngay cho Cue
Quan ly Duoc - B9Y t€ Viet Nam.

Di~u 5. D6i voi cac thuoc ban hanh kern thea quyet dinh nay va thuoc
danh muc thu6c dQCva nguyen li~u dQc lam thuoc thea quy dinh tai Thong nr
06/2017/TT-BYT ngay 03/5/2017 cua BQY tS vS viec ban hanh danh muc thuoc
dQCva nguyen li~u dQc lam thuoc; cong ty dang ky, co sa san xufit phai C?Pnhat
quy dinh vS thuoc dQc tren nhan va huang dful su dung thea quy dinh tai Thong
tu 0112018/TT-BYT ngay 18/0112018 cua BQ Y tS quy dinh ghi nhan thuoc,
nguyen lieu lam thuoc va to' huang dful sir dung thu6c va chi diroc san xudt, luu
hanh thuoc tren thi tnrong sau khi C\lC Quan 1:9Duoc phe duyet nQi dung C?P
nhat nay.

Dieu 6. Quyet dinh nay c6 hieu luc ke tir ngay ky ban hanh.

Dieu 7. Giam d6c sa Y t€ cac tinh, thanh ph6 trlJc thu¢c trung UO'l1g,giam
d6c nha san xufft va c6ng ty dang ky c6 thu6c t~i Dieu 1 chiu trach nhi¢m thi
hanh Quy€t dinh nay./.

Noi nht;in:
- NhuDi~u 7;
- BQ tru6ng Nguy~n TbiKim Tien (d~ b/c);
- TT. Truong Qu6c CUOng (d~b/c);
- Cl,lCQuADY - BQ Qu6c phong, CI;lCY te - B¢ Cong an;
- CI;lCY te Giao thong v~ tii -BQ Giao thOng v~ tm;
- T6ng Cl,lCHmquan - B¢ Tai chfnh;
- Bao hi~mXii hOi Viet Nam;
- Vl,lPhap che, Cl,lcQuan 19'Kham, chua b¢nh - BQ Y te,
Thanh tra BQ Y te;
- Vien KN thu6c TW, Vien KN thu6c TP. HCM;
- T6~g Cong ty DU<;1cVN;
- cac COng ty XNK DU<;1cphfun;
- Cac B¢nh vi¢n & Vi¢n co giuOng b¢nh t.rgc thu¢c B¢ Y te;
- Website cua Cl;lcQLD, T~p chi Du<;1Cva MP - Cl,lcQLD;
- Luu: VT, KDD, DKT(10).



. BO TE
CVCQUM LYDUQC

eONG HOA xA HOI em) NGHiA VIET NAM. . .
Dqc l~p - Tl}'do - Hanh phuc

DANH M\ e 03 THUoe woe NGOAI emJ'A HOAT eRA T KHA.NGVIRUS DANG KY
LAN D~U mroc cAP so DANG KY LUU HANHHIED LVe 03 NAM - DOT 101. -...

Ban hanh kern thea quyet dinh s6:r.18/:fjQD-QLD,ngay23..I.1.C/.lr;;/S
1. Cdng I!y dang Icy: Cipla Ltd. (Dlc: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Pare I,Mumbai 400013, Maharashtra - India)

1.1 Nha an xuit: Cipla Ltd. (Dlc: Plot No. A-2, A-33 and A-371212,MLD.C. Patalganga, Raigad
410220, Waharashtra State - India)

STT Teinthuac se dang IcyHoat chit chinh -
Ham hroug

Dang bao
ch~

Tu8i Tieu
thQ chu§n

Quy cach
dong goi

M6i vien chua: Vien nen
Abacavir (dum dang
abacavir sulfat)
600mg; Lamivudin
300mg

Abamune L 24 NSX H<)p1 1930
thang vien

VN3-90-18

..... 1

2. Cdng t dang Icy: Macleods Pharmaceuticals Ltd. (Die: 304, Atlanta Arcade, Marol Church
Road, Am heri (E.), Mumbai - 400 059 - India)

2.1 Nha s~n xuit: Macleods Pharmaceuticals Ltd. (Die: Block N-2, Village Theda, Post Office
Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)

STT Tel thuac sa dang Icy

2 Efavirenz 00 mg,
Lamivudin 300 mg and
Tenofovir pisoproxil
Fumarat 3( 0 mg Tablets

Hoat chit chinh -
Ham hrong

Dang bao
ch~

Tu8i Tieu
tho chu§n

Quy cach
dong goi

Efavirenz 600mg; Vien nen bao 24 NSX
Lamivudin 300mg; phim thang
Tenofovir disoproxil
fumarat 300mg

H<)p1 chai 30
vien

VN3-91-18

3. Cdng ty dang Icy: Sun Pharmaceutical Industries Limited. (Die: UB Ground, 5 & AMP; 6th
floors, Sun House, CTS No. 201, Bll, Ram Nagar, Western Express Highway, GoregaonEast,
Mumbai, 400063, Maharashtra - India)

3.1 Nha s~n xuit: Sun Pharmaceutical Industries Ltd. (Die: Village Ganguwala, Paonta
Sahib-173 025, District Sirmour, Himachal Pradesh - India)

Trang 1
- ------------------------------------- ----------



Ten thu6c Hoat chit chinh - Dang bao TuBi Tieu Quy cach S6 dang kYSTT
Ham hreng ch~ thQ chuin dong goi

3 Aviranz tablets 600mg Efavirenz 600mg Vien nen bao 36 NSX HQP 1 chai 30 VN3-92-18
phim thing vien

CVCTRUONG

Vo Tuin CUOng

Trang 2


