BOYTE CONG HOA XA HOI CHU NGHIA VIET. NAM
CUC QUAN LY DUGC - Déclap - Ty do - Hanh phic
S6: 35’? - /QP-QLD - Ha Noi, ngdy 9.3 thdng sondm 2013
QUYET PINH

Vé viéc rat s6 dang ky lu’u hanh thuéc ra khéi danh muyc céc thuac
duoc cdp s6 dang ky tai Viét Nam

CUC TRUGNG CUC QUAN LY DUGC

Can cit Luat Dugce ngay 14 thing 6 nam 2005;

Can ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cha Chinh phii quy
dinh chidc ning, nhiém vu, quyén han va co c¢4u t6 chic cia B6 Y t&;

Cin cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B6 truéng Bo Y
t€ quy dinh chifc nang, nhi¢ém vu, quyén han va co cfu t6 chitc ctia Cuc Quan ly
duge thudc B Y t€;

Cin cit Thong tw s6 22/2009/TT-BYT ngay 24/11/2009 cha BO Y t&€ quy
dinh viéc dang ky thuéc;

Xét Pon dé nghi rit sé dang k¥ do nha sz’m xudt khong ti€p tuc san xudt
d6i véi: thubc Leponex, thubc Spersallerg va thuéc Exforge 10mg/320mg cha
Cong ty Novartis Pharma Services AG; thu6c Acyclovir for Injection USP clia
Cong ty TNHH Dugc phdm Viét Phdp; thu6c Tylenol with codeine 15mg cha
Cong ty Janssen Cilag Ltd.;

Xét dé nghi ctia Trudng phong Pang ky thube - Cuc Quan 1y duoc,
QUYET DINH:

Diéu 1. Riit s6 déng k¢ clia cdc thubc (c6 danh muc kim theo) ra khdi
Danh myc céc thudc duge clp s6 ding ky lvu hanh tai Viét Nam,

Diéu 2. Quyét dinh niy c6 hitu luc k€ tir ngay k¢ ban hanh.

Diéu 3. Gidm d6c SI Y t€ céc tinh, thanh phé truc thuoc Trung wong, cic
don vi kinh doanh thu6c va Gidm d6c co s& ¢ thudc néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhén:

- Nhu Diéu 3;

- BT. Nguy&nr Thi Kim Tién (a4 b/c);

- Cuc Quén Y - BS Quéc phdng, Cuc Y t€ - BY Cong an;

-CuthéGmomﬁn.gvantil B0 Giao thong van tai; §

- Téng cuc Hai quan’- B Tai chinh; Bio hiém X3 h¢i Viét Nam; J i

- Vu Phép ché, Cuc Quén Iy Y ¢ truyén, Cyc Quan ly Kifim| ;.

~ chita bénh, Thanh tra Bo Y t€ Vien KN thuéc TW, Vieh KN thy gc g
TP. HCM; W

- Téng Cong ty Dugc Viet Nam, Céc Cong ty XNK Duoc phém;

- Cc Benh vién & Vién o6 giudng bénh tryc thude By Y 1£:

- Website Cuc QLD, Tap chf Duge & My phim-Cuc QLD; -

- Lwu: VP, QLKDD, QLCLT, PC-HN, DKT(12). Truung Qudc Cudng
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- DANH MYC CAC THUOC RUT SO BANG KY
(BAN HANH KEM THEO QUYET BINH 56 ] 5.8, . jap-QLD NGAY ,,LS THANG/{C’ NAM 2013)
‘ Dang bao Quy cach ' . " :
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