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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Ty do - Hanh phiic
Sé:?»,{O /QP-QLD . Ha Noi, ngay 30 thdng 12 nam 2014
QUYET PINH

“Vé viéc dirng xem xét, tiép nhan hd so nhap khiu, hd so ding ky thudce
e, 'va rit s6 ding ky lwu hanh thudc ra khéi danh muc
15 1. X0IF cic thude duge cap s6 dang ky tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Duoc ngay 14 thang 6 nam 2005;

Can cur Nghi dinh s 63/2012/ND-CP ngay 31/8/2012 cua Chinh phi quy
dinh chirc néng, nhiém vy, quyén han va co cAutd chic ciaBO Y té;

Cén ct Quyét dinh s 3861/QD-BYT ngay 30/9/2013 ciia Bd truéng Bo Y €
quy dinh chtrc nang, nhiém vy, quyén han va co céu tb chirc cia Cuc Quan ly Duge
thude BO Y té;

Cin cir Thong tu sb 22/2009/TT-BYT ngay 24/11/2009 cia Bd Y t& quy
dinh viéc dang ky thudc;

Cin cir Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ciia B§ Y t€ hudng -
dAn viéc quan 1y chét lugng thubc;

Cian ctr Thong tu 47/2010/TT-BYT ngay 29/12/2010 cia BO Y té hudng dan
hoat dong xuét khau, nhip khiu thudc va bao bi tiép xtc truc tiép véi thube.

Xét d& nghi cta Phu trach phong Quan Iy chét luong thudce, Phy trach phong
Kinh doanh duoc, Phu trach phong Thanh tra dugc, my phdm va Truéng phong
Piang ky thude - Cuc Quan ly duoc,

QUYET PINH:

Pidu 1. Rt sb ding ky cua cac thude trong Danh muyc ban hanh kém theo
Quyét dinh nay ra khoi Danh muc céc thubc dugc cép sb dang ky luu hanh tai Viét
Nam.

*Ly do: Thubc khong dat tidu chudn chét lugng theo qui dinh vé quan ly chat
lugng thubc cia BO Y té.

Piéu 2. Ngimg tiép nhan hd so ding ky lan dau, hd so diang ky lai va khong
cép sb dang ky luu hanh thudc @i vé&i cac hd so dd ndp do cong ty Flamingo
Pharmaceuticals Limited India dang ky hodc san xuét trong thoi han 12 thang.



Diéu 3: Ngimg tiép nhan, xem xét hd so nhap khau thudc dbi véi cac thube
do cong ty Flamingo Pharmaceuticals Limited India ding ky hodc san xuét trong
thoi han 12 thang. '

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Gidm dbc S& Y té cac tinh, thanh phé truc thudc Trung wong, Gidm
dbc cac don vi kinh doanh thudc, Giam dbc co s& dang ky va/hodc san xuét cac
thudc néu tai Piéu 1, 2, 3 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhan:

- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (d& b/c); /
- Cuc Quﬁn Y - B6 Quéc phong, Cuc Y té - Bo Cong an;

- Cuc Y té Giao théng van tai - B Giao thong vén tai;

- Tono cuc Hai quan - B¢ Tai chinh, Bao hlem Xa hoi Viét Né& im;
- Vu Phap ché, Cuc Quan ly Y Dugc cb truyen Cuc Quan Iy Khim
chita bénh, Thanh tra B§ Y té, Vién KN thubc TW, Vién KN thub
TP. HCM; ST
- Téng Cong ty Dugc Viét Nam, Hiép héi SXKD Dugc, Céc Cong ty=== P .
XNK Duogc phim; Truwong Quoc Cwong
- Céc Bénh vién & Vién c6 giudng bénh truc thude B Y té;

- Website Cuc QLD, Tap chi Dugc & My phém-Cuc QLD;

- Luu: VP, QLKDD, QLCLT, TTrD-MP, PKT(12).
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc lap — Tw do — Hanh phiic

DANH MUC CAC THUOC RUT SO PANG KY DO VI PHAM CHAT LUQNG
(Ban hanh kém theo Quyét dinh s 24/0/QD-QLD ngay 20 thang 4 ndm 2014)

1. Nha sin xudt: Flamingo Pharmaceuticals Limited India (d/c: R-662, TTC
Industrial Area, Rabale, Navi Mumbai 400, 701 India).

1.1.Cong ty ding ky: Flamingo Pharmaceuticals Limited India (d/c: 7/1, Coporate
Park, Sion Trombay Road, Chembur Mumbali, India).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
Amoxicillin 875mg Vién nén bao *)
1 .| Clavophynamox 1000 Acid Clavunalic 125mg phim VN-6650-08

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

STT Tén thude Hoat chat Dang bao ché S6 dang ky
Amoxicillin 500mg Vién nén bao
3 Clavophynamox 625 Acid Clavunalic 125mg phim . VN-15604-12

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

STT Tén thudc Hoat chat Dang bio ché S6 ding ky
2 | Nalidixic acid tablets Bp | Acid Nalidixic 500mg Vler;ﬁf; ba0 | yN-1109-06 @
(*): S6 dang ky thudc da hét hidu luc ~ o //
' . CUC TRUQN(;,_,_,,
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