
BO GIAO THONGyAN TAl
C\ICYTE

CONG HoA xA HOI cmr NGHiA VI~T NAM
DQc l~p - T., do - H~nh phuc

Ha N9i, ngay /If; thang 01 nam 2015sf>: 5f ICYT-NVYD&TTBYT
VIv rut s6 dang ky hru hanh cua
thuoc ra khoi danh muc cac thuoc
duoc dp s6 dang ky hru hanh tai

Vi~t Nam.

Kinh giri:

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

Ngay 30/1212014, Cue Quan ly diroc - B<)Y tS co Quyet dinh s6 710IQI}­
QLD vS viec dung xern xet, tiep nhan hE>sa nhap khau, hE>sa dang ky thuoc va
rut s6 dang ky thuoc ra khoi danh muc cac thuoc diroc c~p s6 dang ky tai Viet
Narn. Ly do: Thu6c khong dat tieu chuan chat hrong thea quy dinh vS quan ly
chat hrong thuoc cua B<) Y tS (chi tiSt cac thuoc rut s6 dang ky tai danh muc
kern theo).

I}~ dam bao sir dung thuoc hqp ly va an toan, C\lc Y tS GTVT yeu c~u cac
dan vi: Thong bao thong tin duQ'c noi tren trong toan dan vi va ra soat, ki~rn tra
trong dan vi xern co luu hanh, sir d\lng cac lo?i thu6c da rut s6 dang ky tren.

C\lCY tS GTVT thong bao d~ cac dan vi biSt va thvc hi~n./.~

Nui nh~n:
- Nhu tren;
- Lu'u: VT, NVYD&TTBYT.

C\ICTRUONG



BOYTE
cue QuAN LYmroc

,S6:TAO IQD-QLD

eONG HoA xA HOI eHU NGHiA VIET NAM. . .
flQc I~p - TV do - H~nh phuc

Ha Nri, ngay so thdng .12 ndm 2014

QUYETflJNH
V~vi~c dirng xem xet, ti~p nh~n h&SO' nh~p khAu, h& SO' dang ky thu8c

va rut s8 dang ky hru hanh thu8c ra khoi danh muc
cac thudc dU'gc c§p s8 dang ky t~i Vi~ N~( TE GlflO TH,jNG \!!..\N re'l

C()NG V;\N DEN

eve TRUONG eve QuAN LY DUe} 1 4 -01- 2015
02-

So: J. , .
Can cir Luat Duoc ngay 14 thang 6 nam 2005; ----. -----
Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua BQY tS;
Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua BQ tnrong BQY tS

quy dinh chirc nang, nhiern vu, quyen han va co cau t6 chirc cua Cue Quan ly Duoc
thuoc BQY tS;

Can cir Thong tu s6 22/2009/TT-BYT ngay 2411112009 cua Bq Y tS quy
dinh vi~c dang ky thu6c;

Can cll Thong tu s6 09/20 1O/TT-BYT ngay 28/04/2010'clla BQY tS huang
d~n vi~c quan ly chat luqng thu6c;

Can cll Thong tu 47/2010/TT-BYT ngay 29/12/2010 cua BQ Y tS hu6ng d~
ho~t dQng xuat khAu, nh~p khAu thu6c va bao bi tiSp xuc tn.rc tiSp vai thu6c.

Xet d@nghi CllaPhl,l trach phong Quan ly chat luqng thu6c, Ph\} trach phong
Kinh doanh duQ'c, Ph\} trach phong Thanh tra duQ'c, my phAm va Truang phong
Dang ky thu6c - Cl,lCQuan ly duQ'c, .

QUYET flJNH:

fli~u 1.Rut s6 dang ky Clla cac thu6c trong Danh ml,lCban hanh kern theo
QuySt dinh nay ra kh6i Danh ml,lc cac thu6c duQ'Ccap s6 dang ky luu hanh t~i Vi~t
Nam.

*Ly do: Thu6c khong d~t tieu chuAn chat luqng theo qui dinh v@quan ly chat
luqng thu6c cua BQY tS.

fli~u 2. Ngimg tiSp nh~n h6 sa dang ky l~n d~u, h6 sa dang ky l~i va khong
cap s6 dang kY luu hanh thu6c d6i vai cac h6 sa da nQp do cong ty Flamingo
Pharmaceuticals Limited India dang ky ho~c san xuat trong thai h~n 12 thang.



Di~u 3: Ngirng ti@pnhan, xem xet h6 sa nhap kh~u thuoc d6i voi cac thuoc
do cong ty Flamingo Pharmaceuticals Limited India dang ky hoac san xu~t trong
thai han 12 thang,

Di~u 4. Quyet dinh nay co hieu hrc kS til ngay ky ban hanh.
Di~u 5. Giam d6c S6 Y t@cac tinh, thanh ph6 tnrc thuoc Trung irong, Giam

d6c cac dan vi kinh doanh thuoc, Giam d6c co s6 dang ky va/hoac san xufit cac
thuoc neu tai DiSu 1, 2, 3 chiu trach nhiem thi hanh Quyet dinh nay.

Noi nh~n:
- Nhu E>i~u4;
- BT. Nguyen Thi Kim Tien (d€ b/c); ~r_ .•. >-., , .. -~::-,:,"':'-,-.
- CI,lCQuan Y - B9 Quoc phong, CI,lCY te - B9 Cong an; t :> >. "t_\'
- CI,lCY te Giao thong v~n Uti - B9 Giao thong v~n tai; :i, t:<.: ' ',,;~'.
- T5ng CI,lCHili quan - B9 Hi chinh, Bao hiem Xa Mi Vi~t :Dlttm;.:.:.. . . i' .
- Vl,l Phap che, CI,lCQuan ly~, DuQ'c c5 truy~n, CI,lCQuan'fy Kharfr;~{~>
chUa b~nh, Thanh tra B9 Y te, Vi~n KN thuoc TW, Vi~n ~:~ thuoc' ~,t·- __ -_-
TP. HCM; -'. . -:-~,:._-----
- T5ng Cong ty DuQ'c Vi~t Nam, Hi~p h9i SXKD DuQ'c, Cac Cong~' _--
XNK DuQ'c phdm; TruO'ng Quae Cuirng
- Cac B~nh vi~n & Vi~n co giubng b~nh tn,rc thUQCBQ Y te;
- Website CI,lCQLD, T~p chi DuQ'c& My phAm-Cl,lc QLD;
- LUll: VP, QLKDD, QLCLT, TTrD-MP, E>KT(12).



BOYTE
CVC QUAN LY mroc

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tl}'do - H~nh pht'ic

DANH Ml)C cAc THUOC RUT SO DANG KY DO VI PH~M CHAT LU'QNG

(Ban hanh kern theo Quyet dinh s6 r)OIQD-QLD ngay 3D thangA;(nam 2014)

1. Nha san xu§t: Flamingo Pharmaceuticals Limited India (d/c: R-662, TTC
Industrial Area, Rabale, Navi Mumbai 400, 701 India).
1.1.Cong ty dang ky: Flamingo Pharmaceuticals Limited India (d/c: 711, Coporate
Park, Sion Trornbay Road, Chembur Mumbai, India).

STT Ten thuac J. Dang bao ch~ Sa dang kyHoat chat

1 Clavophynamox 1000 Amoxicillin 875mg Vien nen bao VN-6650-08 (*)
Acid Clavunalic 125mg phim

1.2. Cong ty dang ky: Rotaline Molekule Pvt.Ltd, India (d/c: Sion, Trombay Road,
P.O Box No. 27257, Chembur, Mumbai, 400 071, India).

STT Ten thu6c Hoat chAt Dang bao ch~ S6 dangky

3 Clavophynamox 625 Amoxicillin 500mg Vien nen bao VN-15604-12
Acid Clavunalic 125mg phim

1.3. Cong ty dang ky: Austin Pharma Specialties Company, HongKohg (d/c: Unit
R2U G/F Valiant Ind. Ctr 2-12 Au Pai Wan, Str F0 Tan Shatin, Nt. HongKong).

STT Hoat chat
Vien nen bao

him

Ten thuoc Dan bao che

2 Nalidixic acid tablets Bp Acid Nalidixic 500mg VN-II09-06 (*)

(*): S6 dang ky thu6c da h@thieu hrc
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