BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Pac lap - Tu do - Hanh phic
86: 57/ 9 /Qb-QLD Ha ngi, ngay /- thang ¢ ndm 2012
QUYET PINH

Vé viéc rit so diang ky cta thudc do phan ing c6 hai
CUC TRUGNG CUC QUAN LY DUGC

Can ct Luéat Duogc ngay 14 thing 6 nam 2005;

Can cit Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cta Chinh phu
quy dinh chic ning, nhiém vu, quyén han va co céu té chiic ca Bo Y t¢;

Can cit Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng
Bo Y t€ quy dinh chic ning, nhiém vu, quyén han va co céu té chiic clia Cuc
Quan 1y. dugc thudéc Bo Y t€ va Quyét dinh s6 3106/QD-BYT ngay 29/8/2011
cia Bo trudng B6 Y t€ vé viéc stra ddi, bd sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 cua B trudng Bo Y t€ quy dinh chic néng,
nhiém vu, quyén han va co c4u té chitc ctia Cuc Quan 1y duoc thudc Bo Y t€;

Can cit Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 ctia B Y t&€ quy dinh
viéc dang ky thudc;

Can ct két luan cta Hoi Déng xét duyét thuéc Bo Y t€ da dugc Bo Y t€
phé duyét ngay 13/8/2012 vé viéc riit s6 ding ky déi véi tét ca cdc san phdm c6
chira hoat chdt Buflomedil do phan itng c6 hai nghiém trong ctia thu6c trén tim
mach va than kinh;

Xét dé nghi clia Trudng phong Dang ky thuéc - Cuc Quan 1y Dugc,

QUYET PINH
Piéu 1. Rt s6 ding k¥ clia tit ca cdc thubc c6 chita hoat chit Buflomedil

ra khoi Danh muc cdc thu6c duge cép s(‘) dang ky luu hanh trén thi truong Viét
Nam (c6 danh muc kém theo).

_Diéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh. )

Piéu 3. Gidm d6c S& Y t€ cic tinh, thanh ph(‘) truc thudc Trung uong,
Gidm d6c c4c co s& kinh doanh thudc, Giam dbc co s& san xuit, dang ky thuéc
chita hoat chédt Buflomedil néu tai Diéu 1 chiu trdch nhiém thi hanh Quyét dinh
nay./.

Noi nhén: : -

- Nhu Diéu 3; TTAN

- BT. Nguyén Thi Kim Tién (d€ b/c); UONG
- TT. Cao Minh Quang (d€ b/c);

- Cuc Quan Y - B6 Quéc phong Cuc Y t& - Bo Cong an;

- Cuc Y t€ Giao thong van tii - Bo Giao thong van tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bao hiém X3 hoi Viet Nam;

- Vu Phép ché, Vu Y Duoc cé truyén, Cuc Quén 1y Khdm ch
bénh - Bo Y t€, Thanh tra Bo Y t&;

- Vién KN thuéc TW, Vién KN thusc TP. HCM; i .
- Téng Cong ty Duoc VN; ' Truong Quéc Cuong
- C4c C¢ [ieKam Y

- -~c Bénn vien & ‘vien c6 giuong bénh truc thudc Bo Y t&;

- Website ctia Cuc QLD, Tap chi Duge & M§ phdm-Cuc QLD;

- Luu: VP, QLKDD, PKT(12).




DANH SACH THUOC TRONG NUGC CHUA HOAT CHAT BUFLOMEDIL
CON HIEU LUC SO PANG KY TINH PEN NGAY 10 THANG 09 NAM 2012

(BAN HANH KEM THEO QUYET DINH 8602,{ ¢ . JQDP-QLD NGAY [ .THANG. 9. NAM 2012)

STT Tén thuoc Hoat chat So dang ky Cong ty dang ky va san xuat

1 |Buflow 150 mg Buflomedil hydroclorid VD-3785-07 Cong ty cb phan Duoc phdm 3/2.

2 |Vincodil Buflomedil hydroclorid VD-3960-07 Cong ty c6 phin duoc phdm Vinh Phic

3 |Medimedil 150 mg |Buflomedil hy&roclorid VD-5178-08 Céng ty c phin duoc trung wong Mediplantex.
Buflomedil hydroclorid

4 |Thebudile 50mg/5ml VD-7323-09 Coéng ty c6 phin duogc-vat tu y t€ Thanh Ho4
Buflomedil hydroclorid

5 |Buflow 50mg/5ml VD-8460-09 Cong ty c6 phdn Duoc phdm 3/2.

6 [Buflomedil Buflomedil hydroclorid 150 mg | VD-9660-09 Céng ty c phan dugc Vacopharm

7 |Bufidin Buflomedil hydroclorid 150mg  |VD-12208-10 Coéng ty ¢ phin dugc phdm Bidiphar 1
Buflomedil hydroclorid

8 |Neubudil 50mg/5ml VD-12471-10 Cong ty c6 phin dugc vat tu y t€ Hai Duong

9 |Fondezil Juflomedil hydroclorid 150 mg |VD-12733-10 Cong ty c6 phdn duoc Danapha
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