BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phic
S6: 65§ /QD-QLD Ha N¢i, ngay .5 ¢ thang 44 nam 2014
QUYET PINH

Vé viéc rit so dang ky luu hanh thuée ra khoi danh muc cic thudc
duoc cap so dang ky tai Viéet Nam

CUC TRUGNG CUC QUAN LY DUGC

Can ctt Luat Duge ngay 14 thang 6 nam 2005;

Can c Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cha Chinh phu quy
dinh chiic nang, nhiém vy, quyén han va co cdu t6 chiic cia Bo Y t¢;

Can ctr Nghi dinh s6 176/2013/ND-CP ngay 14/11/2013 ctia Chinh phu quy
dinh x phat vi pham hanh chinh trong linh virc y té;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo6 truong BO Y t€
quy dinh chtic nang, nhiém vy, quyén han va co c4u t6 chiic ctia Cuc Quén 1y duoc
thudéc Bo Y té&;

Cén cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ciia Bo Y t&€ quy dinh
viéc dang ky thudc;

Xét dé nghi ctia Phu trach Phong Thanh tra dugc, m§ phdm va Truéng phong
Dang ky thuéc - Cuc Quén 1y duoc,

QUYET PINH:

Diéu 1. Rit s6 dang ky cia céc thudc trong Danh muc ban hanh kém theo
Quyét dinh nay ra khéi Danh muc cic thu6c dugc cép s6 dang ky luu hanh tai Viét
Nam.

* Ly do: Thu6c khong dat tiéu chudn chét luong theo quy dinh vé quan Iy
chat luong thu6c ctia Bo Y t&,

Diéu 2. Nging ti€p nhan hé so dang ky 14n ddu, hé so ding ky lai va khéng
cdp s6 dang ky luu hanh thuéc d6i véi cic hé so di ndp do cobng ty Syncom
Formulations (India) Ltd. dang ky hodc sn xudt trong thdi gian 24 thang ké tir ngay
Quyét dinh nay c6 hiéu luc.

biéu 3. Quyét dinh nay c6 hiéu luc k€ tir ngy ky ban hanh.

Piéu 4. Gidm d6c S& Y t€ c4c tinh, thanh phé truc thuéc Trung wong, Gidm
d6c cic don vi kinh doanh thuéc, Gidm déc co s& dang ky va/hoic nha san xuét cic
thuéc néu tai Diéu 1 va 2 chiu tréch nhiém thi hanh Quyét dinh nay.
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- Téng Cong ty Dugc Viét Nam, Céc Cong ty XNK Duoc phém:,
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- Website Cuc QLD, Tap chi Duge & M§ ph4m-Cuc QLD; " .
- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT(12). Truong Qudéc Cuong



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC RUT SO PANG KY DO VI PHAM CHAT LUGNG
(Ban hanh kém theo Quyét dinh s6 45€ /QD-QLD ngay /¢ théng 44 nam 2014)

1. Cong ty dang ky: Syncom Formulations (India) Ltd. (d/c: 7 Niraj Industrial
estate, off. mahakali Caves Road, Andheri (East), Mumbai -400 093, India).
1.1. Nha sian xuit: Syncom Formulations (India) Ltd. (d/c: 256-257 Sector-1,

Pithampur Dist, Dhar (M.P)., India).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
Vién nang ciing J
1 | Ceex-100 Celecoxib 100mg VN-2827-077
Bot pha tiém
2 | Ximfix Cefotaxim 1g VN-16069-12

2. Cong ty dang ky: Cong ty TNHH Kién Viét (d/c: 437/2 Lé Pirc T ho, Phuong 16,
Q. Go Vép, Tp. Ho Chi Minh).

2.1. Nha san xuat: XL Laboratories Pvt., Ltd. (d/c: E-1223, Phase-I Extn (Ghatal)
RIICO Industrial Area, Bhiwadi-301019, Rajasthan, India).

STT Tén thude Hoat chit Dang bao ché S6 diing ky
A x .
. Montelukast Bot pha hon dich
3 | Plitaz smglle ubng VN-17021-13
(*): 86 dang ky thu6c da hét hiéu luc. y
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