COp nhit théng tin lién quan d0n tinh an toan cla thulic

Vilt bli Bién tOp vién
Thi sau, 09 Thang 9 2016 16:13 - LOn cOp nhit cudi ThO sau, 09 Thang 9 2016 16:22

Khoa D¢

Bl n vl Théng tin thul ¢ B0 nh vill n da khoa t0 nh Qui ng Nam nhiin d00c c6ng van sl
1037/TB-SYT V/v cung clp théng tin lién quan dl n tinh an toan cl a thull ¢ chi a Azithromycin,
Clozapin, Mycophenolate mofetil hol ¢ Clopidogrel

B0 dim bl o sO ding thul ¢ an toan, hiip ly va hilu qud B0n v Théng tin thul c bl nh viln clp
nhOt théng tin va dd nghU cac khoa phong tang c0 ng theo ddi, phat hiln, xO tri cac triing hip
xOy ra phin 0ng c6 hii (ADR) cla cac thulc sau:

clopidogrel /9 mg

Tabletas
(Caja con 28 tabletas
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COp nhit théng tin lién quan d0n tinh an toan cla thulc

Vit bOi Bién tOp vién
ThO sau, 09 Thang 92016 16:13 - LOn cOp nhit culli ThO sau, 09 Thang 9 2016 16:22

Thul ¢ chi a clopidogrel

1.0Thulc chUa Azithromycin:

CO quan quin ly di0c Canada (Health Canada) khuyln cao vl cac triling hOp d0 0ng thullc vOi
tril u chi ng tang bl ch clu 0a eosin va cac tril u chl ng toan than (hdi ching DRESS) c¢6 lién
quan din vil ¢ s di ng Azithromycin, cU thO:

- Theo dO lilu bao cdo cla WHO va Vigibase vl phinOng c6 hiicla thulc (ADR), c6 14
trd0ng hOp b0 hiichdng DRESS c6 lién quan din sO ding Azithromycin, trong dé cé 3 ca tll
vong.

- DO liDu ADR t0i Canada cho thily ¢c6 1 ca bl nh nhan Canada va 2 bl nh nhéan trfl em n00c
ngoai c6 hii ching DRESS co lién quan din s dl ng Azithromycin.

2.0ThuUc chia Clozapin:

CO quan Quin ly DO0Oc va Thic phim Hoa KO (US. FDA) khuyl n cdo cl n theo ddi gil m bl ch
cOu trung tinh lién quan d n Clozapin.

3.0 Thul c chla Mycophenolate mofetil:

CO quan Quin ly DOOc phOm va cac sOn phiim Y t0 Anh (MHRA) da clp nhit théng tin:
Mycophenolate mofetil va chi't chuyln héa c6 holt tinh - acid mycophenolic lién quan dln m0t
t0 I0 cao di t0t b0 m sinh nghiém trl ng va tang nguy ¢ sy thai t0 nhién cung cac khuyl n céo
cho can bl y t0 va bl nh nhan a0 gil m thil u nguy cO trén.
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4.0 ThuU c chi a Clopidogrel:

CO quan quinly di0c vathOc phim MO (US. FDA) da ra thong bao vil ¢ danh gia cac di liCu

thD 1&m sang di din kOt ludn vil ¢ sO d0 ng dai ngay thul ¢ chll ng déng mau Clopidogrel (trén 1

nam) khéng lam tang hay gidm nguy cl t0 vong 0 bl nh nhan da mO ¢ bl nh tim mOch holc c6

nguy cl tim mdch. US. FDA da gli thong tin nay din bl nh nhan va can bl y t0; dl ng thii, yéu
clu cac nha sin xudt clp nhit thdng tin trén miu nhan va hi0ng din s ding thulc.

US. FDA cing khuyl n cao bl nh nhan khéng nén dil ng s dil ng Clopidogrel holl ¢ cac thullc
ching kOt t0p tilu cOu khac vi vil c nay c6 thD tang nguy cl dau tim holc t0 o cl c mau déng.
Can bl y tl cincan nhic gila nguy cl va ldiich cla thul c ching déng mau tri0c khi bt diu
lilu trinh didu tr0.
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