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Pinh chi luu hanh va thu héi cac thuéc
chita hoat chat buflomedil do ¢6 tac dung
khéng mong muén

Ngay 27/08/2012, Cuc Quan ly Duoc Viét Nam
€6 cong van s6 12792/QLD-CL guii S& v té cac tinh,
thanh phé truc thudc Trung uong; cac don vi san
xudt, kinh doanh, xudt nhap khau thudc; cac bénh
vién, vién cé giuong bénh vé viéc dinh chi luu hanh
va thu héi cac thudc chia hoat chét buflomedil.

Quyét dinh nay dugc can U trén két luan clia
H6i déng xét duyét thudc clia BO y té cho rang
cac thudc chia hoat chét buflomedil cé kha nang
gay ra cac phan Ung cé hai nghiém trong trén tim
mach, than kinh va c6 thé gay tirvong.

DE dam béo st dung thudc an toan, Cuc Quan
ly Dugc da ra khuyén cdo dinh chi luu hanh trén toan
qudc cac thudc cd chiia hoat chét buflomedil va thu
héi toan b cac thude nay. Theo do, cac don vi san
xudt, nhap khau, phan phdi cac thude chita hoat chét
buflomedil phai gli thong bdo thu hoi i
nhing naoi phan phdi, s&¢ dung thudc chia
buflomedil va tién hanh thu héi toan bd cac thudc
nay trén pham vi toan quéc; gui bao cdo thu hdi,
hé so thu héi theo quy dinh vé Cuc Quan ly Duog;
déng thai khong dugc nhap khau, dua vao san xudt,
strdung cdc nguyén liéu chia hoat chét buflomedil.
Cac bénh vién, vién cé giudng bénh diing ngay viéc
ké don, st dung thudc chida buflomedil va tra lai
thudc cho cac co s& phan phdi, cung tng. Cac SGy té
€6 nhiém vy théng bédo cho cac co sé san xudt, kinh
doanh, phan phdéi va st dung thuéc khéng duoc
nhap khau, dua vao san xudt, st dung cac nguyén
liéu chiia hoat chét buflomedil ciing nhu ngling st
dungvathu héitét ca cac thudc thanh pham cé chia
hoat chdt nay. S&'y té cac tinh, thanh phd can kiém
tra, gidm sat cac don vi thuc hién va xr ly nhimg don
vi vi pham theo quy dinh hién hanh; bdo céo vé Cuc
Quén ly Dugc va cac ca quan chiic nang co lién quan.

Nguing dang ky, nhap khau thudc chia
phdi hop cephalosporin véi chat Gc ché
beta-lactamase

Ngay 13/09/2012, Cuc Quan ly Dugc da ra
théng bdo lién quan dén viéc dang ky, nhap khau
thudc chiia phéi hop cephalosporin véi chét tc ché
beta-lactamase. Cuc Quan ly Dugc két luan chua
¢6 du bang ching chiing minh hiéu qua va dé an
toan clia cac thudc dang phdi hop gidia thanh phan
ceftriaxon va sulbactam (ceftriaxon/sulbactam) hodc
cefixim vdi acid clavulanic (cefixim/acid clavulanic)
hodc phdi hop tuong tu gitia cephalosprin vai chét
Uc ché men beta-lactamase (trr cdp phdi hop gida
cefoperazon vdi sulbactam). Theo d¢, Cuc Quan ly
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Tran Thi Thu Hang t8ng hop

Dugc thong bdo ngiing tiép nhan, xét duyét don
hang nhap khau nguyén liéu, don hang nhap khau
thanh phdm va hé so cap s6 dang ky mdi, dang ky
lai d61 vai thude cd thanh phan phdi hop ceftriaxon/
sulbactam hodc cefixim/acid clavulanic hodc phdi
hop tuong tu gita cephalosporin véi chat Uc ché
beta-lactamase.

Cap nhat théng tin vé nguy co tac dung
phu cta thudc chda drospirenon va thuéc
chura finasterid

Can ¢t cac két luan clia Hoi dong xét duyét
thudc Bo y t€, ngay 13/09/2012 Cuc Quan ly Dugc
da ra thdng bdo yéu cau cac cong ty dang ky, nha
san xudt bS sung thém théng tin vao t& hudng
dan strdung ctia thuéc chia drospirenon va thuéc
chia finasterid. Cu thé Ia;

- DGi véi thudc tranh thai dung dudng udng
chua drospirenon: cap nhat thdng tin “Tang nguy
ca huyét khéi & phu n vao muc tac dung khong
mong mudn cla t& hudng dan si dung va to
théng tin cho bénh nhan.

-D6i véi thudc chia thanh phan finasterid: cap
nhat thong tin “Réi loan tinh duc, réi loan xuét tinh,
r6i loan khodi cdm tinh duc ¢ thé kéo dai sau khi
da ngting s dung thudc” vao muc tac dung khéng
mong mudn clia t& hudng dan st dung thudc.

Ngimng cap s6 dang ky thudc chua thanh
phan pioglitazon

Can crkét luan ctia Hoi déng xét duyét thudc
Bo y t€ d6i vai thudc chiia thanh phan pioglitazon,
trong cong van sé 13707/QLD-DK ngay 13/9/2012
véviécdang ky thudc chiia thanh phan pioglitazon,
CucQuanlyDugcthdngbaotam ngungkhéng cap
s6 dang ky lan dau va dang ky lai d6i véi cac thudc
chtra thanh phén pioglitazon cho tdi khi cé thong
bao khac. Cuc Quan ly Dugc sé tiép tuc cap nhat
thong tin lién quan dén thudc chida thanh phan
pioglitazon va cé hudng xt tri tiép theo.

Pang ky, nhap khau thudc chia phéi hgp
streptokinase va streptodornase

Can cr két luan ctia Hoi déng xét duyét thudc
B& v té d6i véi thudc chiia phéi hop streptokinase
va streptodornase chua cé da dir liéu chiing minh
hiéu qua va doé an toan, Cuc Quan ly Dugc da ra
cong van s6 13702/QLD-DK ngay 13/9/2012 vé
viec dang ky, nhap khdu thudc chia phéi hop
streptokinase va streptodornase. Cong vdn néu
r6: ngtng tiép nhan don hang nhap khdu nguyén
liéu streptokinase va streptodornase, don hang
nhap khau thudc thanh phdm, hé so dang ky mdi,
dang ky lai d6i véi thudc cé thanh phan phéi hop
streptokinase va streptodornase.



