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S6: 3"1-1 ICYT-NVYD&TTBYT HaN9i, ngay 03 thdng 5 nam 2017
VIv ngirng xem xet, ti~p nhan h6 sa
nhap khau, h6 sa dang ky thuoc va
rut s5 dang ky luu hanh thuoc ra khoi
danh muc cac thuec diroc c§.p s5
dang ky tai Vi~t Nam

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

Ngay 26/412017, C\lCQuan ly Duoc - BQY tS co Quyet dinh s6 163/QD
QLD vS viec ngirng xem xet, tiSp nhan hE>sa nhap khau, h6 sa dang ky thu6c va
rut s6 dang ky luu hanh thuoc ra khoi danh muc cac thuoc duoc c~p s6 dang ky
tai Viet Nam. NQi dung cu thS cua Quyet dinh tren diroc Gang tai tren trang
thong tin di~n nr cua C\lCY tS GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi
dao va hu6ng dfin nghi~p V\ly tS. .

C\lCY tS GTVT thong bao dS cac dan vi biSt va th\IChi~n./. *"
Nui nhiin:
- Nhu t;en (Qua website C\lC Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Tri~n



BOYTE
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CQNG HOA xA HQI CHU NGHiA VItT NAM
flQc l~p - Tl}'do - H~nh phiic

HaN<3i,ngayol£ thang1 ndm 2017

QUYETfllNH
V~ vi~c ngirng xem xet, ti~p nh~n h8 SO' nh~p khau, h8 SO' dang ky thuac

va rut sa dang ky hru hanh thuac ra khoi danh muc
cac thuac du(}'c c§p sa dang ky t~i Vi~t Na uc y~TE -.~IA(l THONG VAN TAl

CON(; V,~N DEN

, L_ sO' 1.Ft. .
Can ell Luat Duoc so 105!2016/QH13 ngay 06 thang 4 nam 2016;-
Can cu Nghi dinh s6 63/2012/NI)-CP ngay 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co c~u t6 clnrc cua BQY tS;
Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY tS

quy dinh chirc nang, nhiem vu, quyen han va eo cfiu t6 chirc cua C\lCQuan 1yDuoc
thuoc BQY tS;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/11/2014 cua BQY tS quy dinh
viec dang Icy thuoc;

Can cir Thong tu s6 09/20 1O/TT-BYT ngay 28/04/2010 cua B9 Y tS huang
d~n viec quan 1ych~t hrong thu6c;

Xet dS nghi cua TruOng phong Thanh tra duQ'c, my phAm, Ph\l tnich phong
Dang ky thu6c va TruOng phong Qufm 1ych~t 1uqng thu6c - C\lCQmin 1yDuQ'c,

CVC TRUONG CVC QUAN LY DU<}C 2 8 -04- 2017

QUYET flINH:

fli~u 1.Rut s6 dang ky thu6c Esa1ep, SDK VN-12168-11 do Cong ty Reman
Drug Laboratories Ltd Sa..l1 xu&t,Cong ty Aum Impec (PVT) Ltd dUng ten dang kyo

*Ly do:
- Thu6c khong d~t tieu chuAn ch~t 1uqng thea qui dinh vS qufm 1ych~t luqng

thu6c cua BQY tS;
- Thu6c duQ'c san xu~t khong dung v6i h6 so dang Icy thu6c dffduQ'cBQY tS

xet duy~t.
fli~u 2. Dinh chi 1uu hanh tren toan qu6c va thu h6i toan bQ cac 10 thu6c

Esalep, SDK VN-12168-11. Cac co sa nh~p khAu, uy thac nh~p kh~u thu6c neu
tren th\Ic hi~n thong bao thu h6i, thu h6i va bao cao kSt qua thu h6i thu6c thea qui
dinh t~i Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua B9 Y tS huang d~
qu{mly chAt luqng thu6c.



J)i~u 3. Ngirng tiSp nh?il moi h6 sa dang Icy thudc va ngirng c~p sd dang Icy hru
hanh thuoc ddi voi cac h6 sa da nQp do Cong ty Reman Drug Laboratories Ltd va
Cong ty Aum Impec (PVT) Ltd san xuat, dimg ten dang ky trong thai gian 24
thang,

J)i~u 4. Ngirng tiSp nhan, xem xet h6 sa nhap khau thuoc ddi voi cac thuoc
do Cong ty Aum Impec (PVT) Ltd san xuat, cung c~p vao Vi~t Nam va cac thuoc
do Cong ty Reman Drug Laboratories Ltd san xu~t trong thai gian 24 thang,

J)i~u 5. Quyet dinh nay co hieu hrc k@til ngay ky ban hanh,

J)i~u 6. Giam ddc SaY tS cac tinh, thanh phd tnrc thuoc Trung uong, Giam
ddc cac dan vi kinh doanh thuoc, Giam ddc co sa dang ky vaJho~c san xu~t cac
thuoc neu tai Di@u1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

NO'i nh9.lI:
- Nhir Dieu 6;
- BT. Nguyen Thi Kim Ti~n (d~ b/c); __
C Q " Y B' Q ~ h). C Y t; B' C' _,,--"'.,~- \lC u~n - 9 uoc p ung, \lC te - 9 ong an; .~::::-_ _

- C\lCY te Giao thong v~n tai - B9 Giao thong v~ tai;'/ f'/ '::_:_-
- T6ng C\lCHai quan - B9 Hi chinh, BaD hi~m X~ hQiVi~t N:#r}; ....
- V\I Phap ch~, C\lC Quan ly Y, Dugc c6 truyen, C\lCQuan ~ kMm,
chfra b~nh, Thanh tra B9 Y t~, Vi~n KN thu6c TW, Vi~n I{l'{ tliu_6q

TP. HCM; . . '-,;~=;,c~'I------------ TAng Cong ty Dugc Vi~t Nam, Hi~p hQi SXKD Dugc, Cac '{
XNK Dugc phAm;
- Cac B~nh vi~n & Vi~n c6 giubng b~nh ttvc thu9C B9 Y t~;
- T~p chi Dugc &My phAm-C\lc QLD;
- B9 ph~ m9t cua - C\lCQLD;
- LUll: VP, QLKDD, QLCLT, TTrD-MP (02), DKT.

-----_......,rU'O'ng Quae CU'irng
Thu Truo-ng BQ Y t~


