
BQ GlAO THONG VAN TAl CONG HoA xA HOI CHU NGHiA VI:eT NAM
CVC Y TE DQc l~p - T., do - H~nh phuc

s6:/iO /CYT-NVYD&TTBYT Ha N(Ji, ngay II thang 9 nam 2015
VIv tam ngirng tiep nhan moi h6 so
dang ky thuoc, tarn ngirng dp SDK
thuoc va rut SDK hru hanh thuoc ra
khoi danh rnuc cac thuoc duoc dp

SDK tai Vi~t Nam

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

Ngay 04/9/2015, Cue Quan ly Duoc - BQY tS co Quyet dinh s6 483/QD
QLD va ngay 07/9/2015 co Quyet dinh s6 495/QD-QLD v~ viec tarn ngimg tiep
nhan moi h6 sa dang ky thuoc, tam ngung cap s6 dang ky hru hanh thu6c va rut
s6 dang ky hru hanh thu6c ra khoi danh muc cac thu6c diroc cap s6 dang ky tai
Viet Nam. NQi dung cu thS cua cac Quyet dinh diroc dang tai tren Website cua
C~lCY tS Giao thong v~n tai http://cucytegiaothong.mt.gov.vn; chuyen mvc Chi
dc;tova huang d~n nghi~p vv y tS.

C\lC Y tS GTVT thong bao dS cac dan vi nghien cUu thlJc hi~n, dam bao
cae quy djnh v~ cong tac quan 1y DuC)'ct~i dan vi./. u~

No'i nh(in:
- Nlm tren:
- LUll: VT. NVYD&TTBYT.

Vii Van Tri~n



BOYTE
CVC QUA.N LY DUQC

S6: /f[?] IQD-QLD

CONG HoA xA HOI CHiT NGHiA VIET NAM. . .
DQc l~p - T\I' do - H~nh phuc

Ha N(Ji, ngaY/)1-j thimg!l ndm 2015

QUYETDJNH
V~ vi~c tam ngirng ti~p nh~n mOi hB so dang ky thudc, tam ngirng c~p s8
dang ky thu8c va rut s8 dang kY hru hanh thudc ra khei danh muc

cac thu8c dU'Q'cc~p s8 dang kY tai Vi~t nam.

CT)C TRUONG CT)C QUA.N LY DUQC"

Can cir LuatDuoc ngay.N thang 6 nam 2005;
Can cir Nghi dinh sb"63/20 12/Nf)-CP ngay 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va ca c§.ut6 chirc 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 co c§.ut6 chirc cua C\lCQuan ly Dircc
thuoc BQY tS;

Can ctr Thong tu s6 44/20 14/TT-BYT ngay 2511112014 cua BQY tS quy dinh
viec dang ky thuoc;

Can cu Thong tu s6 09/20 1O/TT-BYT ngay 28/04/2010 cua BQY tS hirong
d~n viec quan 1ych§.t1uqngthu6c;

Xet dS nghi cua Truang phong Thanh tra duQ'c, my ph~m, Truang phong
Dang ky thu6c va TruOng phong Quan 1ych§.t1uqngthu6c - C\lCQuan 1yDuQ'c,

QUYET DJNH:

Di~u 1. Rut s6 dang ky thu6c vien nang cUng Em10cin 5 (Am1odipine Smg),
SDK VN-14836-12 do Cong ty Aegen Bioteck Pharma Private Limited India san
xu§.t, Cong ty Vista Lab USA dUng ten dang kYo

*Ly do: Thu6c khong d~t tieu chu~ ch§.t luqng theo qui dinh vS quan ly ch§.t
luqng thu6c cua BQY tS.

Di~u 2. £)inh chi 1uu hanh tren toan qu6c va thu h6i toan bQ dlc 10 thu6c
Emlocin 5 (Amlodipine 5mg), SDK VN-14836-12. Cac ca sa nh~p kh~u, uy thac
nh~p kh~u thu6c neu tren thvc hi~n thong bao thu h6i, thu h6i va bao cao kSt qua
thu h6i thu6c theo qui dinh t~i Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua
BQY tS huang d~n quan ly ch§.t luqng thu6c.

Di~u 3. T~m ngimg rth~ m6i h6 sa dang kY thu6c va t~m ngimg c§.ps6 dang
ky luu hanh thu6c cho cac h6 sa dii"nQptrong thai gian 24 thang d6i vOi thu6c do



Cong ty Aegen Bioteck Pharma Private Limited India san xu§.t hoac dang ky, thu6c
do Cong ty Vista Lab USA dirng ten dang ky,

f)i~u 4. Quyet dinh nay co hieu hrc kS til ngay ky ban hanh,
f)i~u 5. Giam d6c Sa Y t~ cac tinh, thanh pho true thuoc Trung uong, Giam

d6c cac dan vi kinh doanh thuoc, Giam d6c co sa dang ky va/hoac san xu§.t cac
thuoc neu tai DiSu 1,2,3,4 chiu trach nhiem thi hanh Quyet dinh nay.

Noi nlt~n:
- Nhir f)i~u 5;
- BT. Nguy~n Thi Kim Ti~n (d~ b/c);
- Cac Tlnr tnrong ( d~ b/c);
- Cac Pho C\lC tnrong C\lCQLD;
- C\lCQuan Y - BQ Qu6c phong, C\lCY t~ - BQCong an;
- C\lCY t~ Giao thong v~ tai - B9 Giao thong v~ tai;
- T6ng C\lCHai quan - BQHi chinh, Bao hiem Xii hQi Vi~t
- Vu Phap che, C\lC Quan ly Y, Diroc c6 truyen, C\lC Quan ly /fut,
chua benh, Thanh tra B9 Y t~,Vien K.N thuoc TW, Vien KN th.1l'u,.. ..... ..-:
TP. HCM; TrU'O'ng Quae CU'O'ng
- T6ng Cong ty Duqc Vi~t Nam, Hi~p hQi SXKD Duqc, Cac Cong ty
XNK Duqc phfun;
- Ok B~nh vi~n & Vi~n co giuemg b~nh nvc thuQc BQ Y t~;
- Website C\lCQLD, T<;lpchi Duqc & My phc1m-C\lc QLD;
- B9 ph~ mQt cua - C\lCQLD;
- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT.
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BOYTE
eve QuAN LY DU<}C

s6:41~ IQD-QLD,

CQNG BOA xA HQI CHU NGHiA VI$T NAM
I)qc l~p- Tv do - H~nh plnic

Ha Noi.rigay c1Tthimga nam 2015
cue "~TlftIAD THONGVAN TAl

CONG ",\ N DEN I

0f dlc:

(//

QUYETIlJNH

V~vi~c tam ngimg ti~p nh~n moi hBso' dang kY
cip s8 dang kY thudc,

CVCTRtrONGCvcQuANLYDtrQC

Can eu Luat Duoc ngay 14 thang 6 nam 2005;

Can ctr Nghi dinh s6 63/2012/Nf}-CP ngay 31/8/2012 cua Chinh phu quy
dinh clnrc nang, nhiem vu, quyen han va co e~u t6 chirc cua BQ Y ts;

Can cir Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQ Y tS
quy dinh chirc nang, nhiem vu, quyen han va co c~ut6 chirc cua CI)eQuan ly Duoc

thuoc B9 Y tS;
Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua BQY tS quy dinh

viec dang ky thuoc;

Can cir Thong tu s6 09/20 1O/TT-BYT ngay 28/04/2010 cua BQ Y tS hu6ng
d§n viec quan ly eh~t hrong thuoc;

Xet dS nghi cua Truong phong Thanh tra duge, my phfun, TruOng phong
Dang kY thu6c va TruOngphong Quan ly eh~t lugng thu6e - C\le Quan ly Duge.

QUYET I)JNH:

Ili~u 1. T'ilmngUng tiSp nh~nm6i h6 sa dang kY thu6e va t'ilffingUng e~p s6
dang kY lUllhanh thu6e eho eac h6 sa da:n9P trong tho; gian 24 thang d6i v6i thu6e
do Cong ty Elegant Drugs Pvt.Ltd., India san xu~t.

*Ly do: San xu~t thu6e khong d'ilttieu chub eh~t lugng theo qui diM vS
quan ly eh~t lugng thu6e eua BQ Y tS.

Ili~u 2. QuySt diM nay co hi~u hIe k@tU ngay kY ban hanh.



I>i~u 3. Giam d6c Sa Y tS cac tinh, thanh ph6 tnrc thuoc Trung trong, Giam

d6c cac dan vi kinh doanh thuoc, Giam d6c co sa dang ky va/hoac san xu~t cac

thuoc neu tai DiSu 1 chiu trach nhiem thi hanh Quyet dinh nay. ---

Noi nhtin:
- Nhir E>i~u3;
- BT. Nguyen Thi Kim TiSn (d~ b/c);
- Cac Tlnr tnrong ( d~b/c);
- Cac Ph6 Cue tnrong C\lCQLD;
- C\lCQuan Y - BQ QU6c phong, C\lCY t~ - BQ Cong an;
- Cue Y tS Giao thong v~ tai - BQ Giao thong v~ tai;
- Tang C\lCHai quan - BQ TAi chinh, Bao hi~m Xa hQi Vi~t N "''11\,~~~t'------
- Vu Phap chS, Cue Quan ly Y, Diroc ca truyen, C\lC Quan ly Kh , ~ ,
chua benh, Thanh tra BQ Y t~, Vi~n KN thu6c TW, Vi~n KN thu6c Truong Qudc Cuong
TP.HCM;
- Tang Cong ty Duoc Vi~t Nam, Hiep hQi SXKD Duoc, Cac Cong ty
XNK Dtroc pham;
- Cac Benh vien & Vi~n c6 giirong benh trvc thuQc BQ Y t~;
- Website C\lc QLD, T~p chi DuQ'c& My phfun-C\lc QLD;
- LUll: VP, QLKDD, QLCLT, TTrD-MP, E>KT(12).
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