BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc lap - Tw do - Hanh phiic
S6:/2741QLD-CL Ha Néi, ngay2Fthdng pndm 2012

V/v dinh chi lwu hanh & thu hdi cac
thubc chira hoat chét Buﬂomed}l do
c6 tac dung khong mong mudn

Kinh gui: ] )

- S&Y t€ céc tinh, thanh pho tryc thudc Trung uwong;
- C4c don vi san xuét, kinh doanh, xuét nhap khau;
- Cé4c bénh vién, vién cé giuvong bénh.

Can ctr cac quy dinh vé dugc hién hanh cia Viét Nam;

Cén cu két luan cua Hoi df)ng xét duyét thubc cia Bo Y té dbi véi cac thube
chia hoat ghﬁt Buflomedil d~o thpéc gdy ra cac phan Ung c6 hai nghiém trong trén tim
mach va than kinh, d6i khi dan dén tr vong.

Pé dam bao an toan cho ngudi st dung, Cuc Quén ly dugc thong bo:

1. Dinh chi luu hanh trén toan quéc céc thuéc chira hoat chat Buflomedil va thu hoi toan
bd cac thudce chira hoat chat Buflomedil.

2. Cac don vi sén xuét nhép khéu, phén phéi cac thubc chtra hoat chit Buflomedil phéi
hop véi nha cung cép, phén ph01 thudc, phai:

+ Gui thong béao thu héi t6i nhiing noi phan phdi, str dung thudc cac thudc chira
hoat chit Buflomedil va tién hanh thu hdi toan bd cac thude chira hoat chit Buflomedil
trén pham vi toan quéc.

+ Guri bdo cdo thu hdi, hd so thu hdi cac thube chira hoat chit Buflomedil theo
quy dinh tai Thong tu huéng dan viéc quéan ly chét lugng thubc sé 09/2010/TT-BYT
ngay 28/4/2010 ctia BO Y té vé Cuc Quan ly dugc trude ngay 27/8/2012.

+ Khéng dugc nhap khiu, dua vao san xuét, st dung cac nguyén liéu chia hoat
chit Buflomedil.

3. Cac bénh vién, vién c6 givong bénh dimg ngay viéc ké don va str dung thudc chta
hoat chit Buflomedil va tra lai thubc cho cac co s& phan ph01 cung ung.

4. S& Y té céc tinh, thanh phé truc thudc Trung wong, Y té cic nganh:

- Théng bao cho cac co s& san xuét kinh doanh, phan phéi va sir dung thuéc
khong dugc nhap khdu, dua vao san xuit, sir dung cac nguyén liéu chira hoat chét
Buflomedil, ciing nhu ngimg str dung va thu hdi tit ca cac thudc thanh phim c6 chira
hoat chét Buflomedil.

- Kiém tra va giam sat cac don vi thuc hién thong bao nay va xir 1y nhirng don vi
vi pham theo quy dinh hién hanh; béo cdo v& Cuc Quan ly dugc va céc co quan chic
nang co lién quan.

Cuc Quan ly dugc thong bdo dé cac don vi biét va thuc hién./.
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