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I. Cung c6p thdng tin li6n quan tl5n tinh an toin cria thu6c chrfra

Azithromycin, Clozapin, Mycophenolate mofetil ho,6c Clopidogrel (Theo COng

vin s6 12597 ngery 04 thrlng 7 nim 2016 cfia B0 Y t0).
1. Thuiic chfa AzithromYcin:
Co quan qu6n ly dugc Canada (Health Canada) khuy6n c6o v0 c6c trudng

hqp di img thu6c vdi triQu chirng tdng bpch cdu ua eosin vd c6c triQu chring todn

thdn GQi rt *g DRESS) c6 li0n quan d6n viQc su dUng.Azithromycin, cg th€:

- Theo dfr lieu b6o c6o cta WHO vd Vigibar. ,:C phin tmg c6 h4i cria thu6c

(ADR), c6 14 trucrng hqp bi hQi chtmg DRESS c6 li€n quan d0n st dqng

Azithromycin, trong d6 c6 3 ca tri vong.
- Dir ligu ADR tpi Canada cho th6y c6 I ca bQnh nh6n Canadavd 2 bqnh

nhdn trd em nudc ngodi c6 hQi chring DRESS c6 li6n quan dOn sri dUng

Azithromycin.
2. Thuiic chfa ClozaPin:
co quan Qu6n ly Dugc vd Thuc ph0m. Hoa Kj, (us. FDA) khuy€n ciio c6n

theo d6i giam.Uach cAu trung tinh li6n quan d6n Clozapin.
3. Thu6c chrlra Mycophenolate mofetil:
Co quan Quin ly Dugc ph6m vd c6c s6n ph6m_Y tC Anh (MHRA) dA cpp

nh4t th6ng tin: Mycophenolate mofetil vd ch5't chyVi5n h6a c6 ho4t tinh - acid

mycophenolic li6n quan d6n mQt ty lQ cao di tflt b6m sinh nghiCm trqng vd tlng
,jry .o.sAy thai tp nhi6n cung c6c khuyiSn c6o cho c6n b0 y tC va bqnh nh6n dO

gi6m thi€u ngyy co tr6n.
4. Thu6c chri'a CloPidogrel:
ccr quan qu6n ly dugc vd thgc ph4m ryIy os. FDA) dd ra th6ng b6o viQc

d6nh giit cdc dfi liQu ihri l6m sdng di d6n k6t lufln viQc sri dUng ddi ngdy thu6c

chdng ddng mrlu Clopidogrel (tr6n I ndm) khdng ldm tdng hay gi6m nguy ctv tti
vong 0 bqnh nhdn dd mhc bQnh tim mgch hoflc c6 n$uy co tim macf. US. FDA da

gfti ihOng tin ndy ct6n bqnh nhdrt vd c6n b0 y G;-d6ng thoi, y6u cAu c6c nhd s6n

irat .6p"rh0t th6ng tin tr6nmdu nhdl vd hufng d6n sri dUng thu6c.

US. FDA cfrng khuytSn c6o bQnh nhdn kh6ng ndn dring sir dpng Clopidogrel

hoflc c6c thu6c cfrO.{ tet iap.tieu cau]<h6c vivjQc l]V cO th0 tdng nguy co dau tim

hoflc tpo cr,rc m6u d6ng. Can UO y t6 cancan nhac glua nguy co vd lgi ich cria thu6c

ch6ng d6ng m6u trudC khi bat ddu lieu trinh di6u tri.
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II. Cung c6p th6ng tin li6n quan d5n tinh an toirn cria thuiSc chri'a

CoO"irr, tt,r6c-ctrrita fnupi-ofen, Dexibuprofen (Theo Cdng v5n sii: 18905 nghy

06 thdng l0 nim 2015 cria BA Y te)
l. Thu6c ch ria Codein:
- Ngdy l3l}3l2}15, Uy ban d6nh gi6 nguy co C6nh gi6c dugc

(Pharmacovigilance Risk Management Committee - PRAC) thuQc Co quan Quin
ii ooo. pnair cnau Au (EMAI dd dua ra khuytln c6o thlt ch4t vi0c st dqng cdc

;ffi;;il; a;dein d€ aidu tri ho vd cim l?nh cho tr6 em do cbc v6n dc nghi€m

trong li€n quan d6n hd h6p. PRAC d[c biQt khuy6n c6o:

+ Chong chi dinh Codein cho tr€ em du6i 12 tu6i.
', Kh;G rurry'Cr.ao sri dpng codein cho tr€,ti 12 d6n 18 tu6i c6 c6c v6n dC

ve tO fr6p.
+ C6c ch6 phAm Codein d4ng l6ng can dugc chria trong 19 ch6ng trd em

nhim tr6nh truong hqp tr6 v6 1i u6ng thudc.
- Codein khi vdo co th€ se chuy€n h6a thirnh morphin vd gdy ra t6c dpng cta

ch6t nay. Theo PRAC. m4c dir phrin ung c6 hai cta Morphin xu6t hiQn o mqi 
.lua

tu6i nhtmg d tr6 du6i 12 tuoi, con duong chuy6n h6a codein thdnh morphin thay

;;i r; kh6"g dg doSn tru6c dugc. Vi v[y, ,,tto- Ooi hrqng ndy tiAm tdng.nhirng

nguy co pfrai tmg c6 hai dic biQt. Ngodi ra tr6 em tld tLmg c6 vAn tl6 v6 h6 h6p c6

tt,i ntuu'cAm hJr v6i Codein. PRAC cing ghi nhan tinh trang ho vd cam l4nh

thuoneiu khoi vir bing chung ve nigu qui di6u tri cta Codein trong cdc truong

iiqp 
"Eyia, 

h4n ch6. Ii'goai ra. PRAC"titlp tuc khuv6n c6o l$61e d{q: ti lynq
codeintren bQnh nhdn mang gen chuy6n h6a thui5c nhanh o t6t ci mgi lua tuoi vd

d phq nil cho con bri do Codein-dugc bdi ti€t vdo sira m9'

- Ngdy 241412015, khuytin c/o oia PRAC dugc th6ng qua b6i Nh6m di€u

ptrOi ttru6Jsu dpng trOn ngudi tlugc ph6 duyQt theo quy trinh kh6ng t4p trung vir

ihua nhan t6n nfrau lCtvtOli; ,a te {uqc 6p {une tai c5c nudc thanh vi6n'

- Trutvc ddy. PRAC ia tf',ry!n'.ao've'viEc g.idi han su dqng Codein d6 ginm

dau o tre em do nguy co suy h6 h6p. Tr€n co so k6t ludn cta HQi dong Tu vAn cdp

.o Oann k.,l. neav 1il09 120'13, CrtiQuan Lf Dugc - BO Y 6 dd c6 cdng vin s6

;.11,i.,r i,-iNt're gioi han viQc su dqng vit cflp nhqt th6ng tin dugc lj cia

Codein.' Trong OO, CoOein cilOng chi drnh'ddi vdi trd em du6i I 8 tu6i vta th*c hien

.4, urniOun ,it oi. tht thuat nio V.A, th4n trgng khi su dr,lng cho tr6 em dudi 12

tu6i vd ph! nil 
lli#lrti;e, c60 gan ddv crJra co quan Qu6n lv Duqc pham ch6u

Au, c6 mQt s6 nQi dung mdi nhu sau:' 
+ Su dpng Codein Oe Aieu tri ho vd c6m hnh:
1) Ch6ng chi dlnh cho trd dudi 12 tu6i

2) Thfln trqng khi su dung cho tr6 tir 12 d€n 18 tu6i c6 cric v6n Oe ve nO n6p'

+ Ch6ng chi dinh cho:

1) BQnh nhan mang ien chuy6n h6a thu6c nhanh 6 6t camqi hia tu6i

21 Phu n[ cho con bri.

2, Thu6c chri'a lbuprofen, Dexibuprofen:
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- Ngdy l3l04l2}l5, Uy ban Drlnh gi6 Nguy co cinh girlc dugc (PRAC)
thuQc Co quan Qudn lf Duqc phAT Chdu Au @MA) th6ng b6o.dd hodn thiQn qu6

trinh rd so6t c6c dt lieu hign c6 vC d0 an.todn cta Ibuprofen li0u cao. KOt qu6 rd
so6t khing clinh viec ry dulrg Ibuprofen liOu cao (> 2400 mglngdy) c6 thO ldm tlng
nguy co xhy ra c6c bi6n cO tim mpch tr6n bQnh nhdn nhu nh6i m6u co tim vd dQt

quy tucrng tU nguy co dd ghi nh6n v6i mQt s6 thu6c gi6m dau, h4 s6t kh6ng steroid
(NSAID) khiic, bao g6m thu6c uc ch6 COX-2 vd Diclofenac. Didu ndy kh6ng quan

s6t th6y kh.i sri dung Ibuprofen li6u < 1200 mg. PRAC ktit lu4n:
+ Cdn tr6nh sri dgng Ibuprofen li6u cao (>2400 mg/ngdy) cho bQnh nhdn c6

( -l )... r '
vAn d€ v€ tim mach/tu6n hodn nghi0m trgng nhu suy tim, bQnh tim mpch/tudn hoin
hoic benh nh6n dd c6 nh6i m6u io tim hoal dQt quy tru6c d6.

+ Trudc khi cho bEnh nhdn di€u tri bdng Ibuprofen k6o ddi, <Iac biet trong
trudng hqp cAn dung thu6c lidu cao, c6n b0 y t6 cdn thQn trgng dSnh gi6 chc y6u t6
nguy co vC tim m4ch/tudn hodn cria bqnh nhdn bao g6m hrit thu6c, ti6u dudng,
huy6t 6p cao vd cholesterol m6u cao.

- PRAC cfrng rd so6t c6c dir lieu ve tucrng titc giiralbuprofen vd Aspirin li€u
thSp trong trudng hqrp st dUng Aspirin li6u th6p nham mpc dich gi6m thi6u nguy
co nh6i m6u co tim vd dQt quy. PRAC khuytin c6o b6 sung vho t6m tit d{c tinh sin
ph6m cria thu6c chria Ibuprofen c6c th6ng tin cQp nhat ve nguy co tim. m4ch li€n
quan d€n viQc sri dung Ibuprofen li€u cao vd c6c bdng chimg hiQn c6 v€ tucrng tdc

thu6c gifra Ibuprofen vd Aspirin. Ngodi ra, khuy6n c6o ndy cfrng s€ dugc 6p dgng
tuong tU cl6i vdi Dexibuprofen v6i mirc li€u cao cta Dexibuprofen ld > 1200

mg/ngdy.
- Ngdy 22105/2015, Nh6m dieu ph6i thu6c st dlrng tr6n ngudi dugc ph6

duyQt theo quy trinh kh6ng tflp 9*ng vd thua nhQn l5n nhau (CMDh) thuQc EMA
th6ng b6o d6ng thufln theo da sd v6i khuy6n c6o tr6n cria PRAC, d6ng thdi cung
c6p th6ng tin cg the danh cho c6n b0 y te.

- Ngay 23.rc412015, Co quan Quin ly Dugc Canada(Health Canada)_dua ra

th6ng b6o vC viQc dang ldm viqc cirng c6c nhd sin xudt thu6c Ibuprofen cdn k0 dcm

dtng qua duong u6ng dC y6u c6u cpp nhpt th6ng tin v0 nguy co g6y ta cdc t6c dgng

phy nghiCm trong (cric ccrn dau tim vd dQt quy) khi ;6n ph6m n6itr6n dugc dtng o
lidu cao (2400 mg/ ngdy). Health Canada dd cung cdp th6m khuy6n c6o cho c6n bQ

y t0:
1) C6n bQ y t€ n6n xem x6t nguy co vC c6c bqnh tim m4ch khi kC ilon

Ibuprofen cho c6c bQnh nhdn. Nhirng nguy co ndy tdng cirng vdi li€u vd thoi gian

sri dgng thu6c.
2) Li6u Ibuprofen 2400 mg/ngdy kh6ng n6n dugc sir dpng cho bQnh nh6n bi

bQnh tim, bqnh mach m6u n6o, suy tim sung huyOt ho{c c6c benh nhdn c6 nguy co
mic citc bEnh tim mpch.

3) DOi v6i bqnh nhdn c6 nguy co mic bqnh tim -?:h, c6c phucrng ph6p <li6u

tr! kh6c kh6ng sri dgng NSAI? (dac biQt ld crlc ric ch€ Cox-2,Ibuprofen ho{c
Diclofenac) n€n dugg xem xdt d6u ti6n.

- Trong 6n ph6m Medicines Safety Update tqp 6, sO 2 ban hdnh vdo thdng
4l2}l5, Co quan Quin ly Dugc Uc (TGA) Oa ttrOng b6o tdi c6n bQ-y t6 ring th6ng

tin s6n phAm (PI) vd nhdn thu6c cta c6c NSAID sE dugc thay d6i sau khi TGA



d6nh gi6 nguy co mic c6c bQnh tim mach li€n quan d€n sir dUng c5c NSAID vd
drlnh gi6 lpi tlAy dri vC sU an todn cria thudc chria Diclofenac.

- FDA M!: ngdy 91712015, FDA ctng y6u cdu c4p nhQt nhan cta cdc
NSAID 1i6n quan d6n nguy ccy tim Tach khi sri dU.ng.

Tai ViQt Nam, hiQn c6 27 s6 d[ng ky thu6c nudc ngodi vd 08 s6 clang ky
thu5c trong nudc cria thu6c chria Ibuprofen; 07 sO <lang lcf thudc nudc ngodi vd 01

s6 dang ky thu6c trong nu.oc cria thu6c chfa Dexibuprofen.
HQi d6ng Tu vdn cdp.SEK luu hdnh thudc - B0 Y tC hiQn clang ti6p tgc xem

x6t vd se dua ra k€t lufn ddi v6i c6c thudc ndy sau khi cAp nhat th€m quy0t dinh
chinh thric c[a co quan Qudn ly cttc nudc khiic c6 li6n quan.
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