BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poe lap - Ty do - Hanh phic

S6:/2792QLD-CL Ha Néi, ngay?7thdng fonam 2012
V/v dinh chi lwu hanh & thu hdi cac '
thudc chira hoat chit Buflomedil do
¢6 tac dung khong mong muén

Kinh gtri: ) )
- S& Y té cac tinh, thanh phd truc thudc Trung uong;
- Céc dom vi san xudt, kinh doanh, xuét nhap khau;
- C4c bénh vién, vién cd giudmg bénh.
Cin ¢ cac quy dinh vé dugc hién hanh cua Viét Nam;
Can cr két luan cua Hoi dong xét duyét thude cua By Y té dbi vai cac thude

chira hoat chit Buflomedil do thudc giy ra cic phan tng cé hai nghiém trong trén tim
mach va than kinh, dai khi dén dén tir vong.

Pé ddm bao an toan cho ngudi sir dung, Cuc Quan ly dugce théng bao:

* 1. Dinh chi hru hanh trén toan qude cac thudc chira hogt chit Buflomedil va thu hoi toan
bo cac thude chira hoat chit Buflomedil.

2. Céc don vi sén xuat, nhap khdu, phin phdi cc thuéc chira hoat chat Buflomedil phoi
hop véi nha cung cip, phan phOl thudc, phai:

+ Giri théng bdo thu héi toi nhitng noi phin phdi, str dung thude cac thube chia
hoat chit Buflomedil va tién hanh thu hdi toan bd cac thudc chira hoat chat Buflomedil
trén pham vi toan quéc.

+ Giri bao c4o thu hdi, hd so thu hdi cac thude chira hoat chat Buflomedil theo
quy dijph tai Théng tu hudng dan viéc quan 1y chét lugng thude sé 09/2010/TT-BYT
ngay 28/4/2010 ciia By Y té vé Cuc Quan ly duge trudce ngay 27/8/2012.

+ Khéng dugc nhap khau, dua vao san xuit, sir dung cic nguyén liéu chira hoat
chét Buflomedil. ,

3. Céc bénh vién, vign c6 giuong bénh dimg ngay viéc ké don va sir dung thudc chira
hoat chat Buflomedil va tra lai thudc cho cac co s& phdn phdi, cung rng.
4. S& Y té cdc tinh, thanh phé truc thude Trung vong, Y té céc nganh:

- Théng bao cho céc co s& san xuﬁt kinh doanh, phéan ph61 va sir dung thude
khong dugc nhap khdu, dua vao san xudt, sur dung cdc nguyén li¢u chira hoat chét
Buflomedil, cling nhu ngirng str dung va thu héi tdt ca cac thude thanh phdm cé chia
hoat chét Buflomedil.

- Kiém tra va gidm st cac don vi thuc hién thong b4o nay va xir Iy nhitng don vi
vi pham theo quy dinh hién hanh; bao cdo vé Cuc Quan ly duoc va cic co quan chirc
nang cd lién quan.

Cuc Quan ly duoc théng bao dé cic don vi biét va thuc hién./.

Nm nhdn:
Nhur trén;
- Thir truémg Cao Minh Quang (dé béao cédo);
- Cuc truémg Truong Qudc Cudmg;
- Thanh tra B3 Y té (dé phdi hop):
- Cuyc Quan ly kham chira bénh;
- VKN thubc TW, VKN thude Tp.HCM;
- Cuc Quany - B Qubc phong;
- CucY té - Bo Céng an;
- Cuc Y € GTVT-B GTVT;
- Website Cuc QLD, Tap chi Duoc — My phim:;
- P.BKT, P.QLKDD, P.QL TT-QC T - Cyc QLD;
- Lwa VT, CL.
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