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eONGBoA Xl. HOI cmi NGBIA VI8T NAM
Ih)c Itp·- Til d.o • BfIIh phue

HdN~j,"gay A£ thdng ..~... n4m2017

Kfnh girl: - say ~ cAe tlnh, tbAnh phO'trI1CthuQc Trung uang;
, - Qie b~ ~D, vi~ c6 giui)ng ~ trIIC thuQc BQ Y~.
Ngay 19/5/2017. HOi d6ng Ttr van efp S6 dang k11uq, hlnh tbu6'c - 130 y tt em

bQp ,ret duy~t dc;n158 - d6i v6i thu6e trong nu6'c vl dc;n:97 - d6i v6i thu6c nu6c ngoti
4i tMng nh4't e$p nh$! cac thOng tin v6 trnh BIl tom ciJa: thu6c cin quang c6 chtta
gadolinium; thu6c chda baft chft oodein ~ di6u tri ho vl giim daD, thu6c giim dan
chda haft eMt tramadoI; thuO'e ehlia haft eMt hyoscine butylbromide ~g tiem; thuO'e
chda hOft eMt rispcridone; thuO'e 84t triing ngoBi da chtta. hOfl chit cbloIhcxidine
gluconate.

~ dim bio sir dQng thu6c an toiUl, hqp Iy, Q1c Quin ly Duqc yeu c4u sa y tt
c4c tlnh. thlnh pM tr11C thu¢c Trung Utmg. eae ~ vi~ vien c6 giucmg ~ t:l\tt:
thuQc BQ y tt:

1. ThOng b40 eho cae co sO kh4m ~oh, chila ~, de ca sIJ kinh doanh duqc
tml dia ban cAc thOng tin lien quan dtn tfnh an toan, hi~u qui dJa c4e thuO'c neu tren
duQc gbi trong Ph\llllc "Q,p nh$t thOng tin lien qtJ8!1 dtn tlnh an to8n thuO'c" dfnh kem
trong cOng vInnly, d6ng thM duqc dang tii tren c6ng thOng tin di~ tU cAa Qlc Quin
19Duc;1c thee dia chi http://www.dav.gov.vD trong m\1e t"IbOng tin tbuO'c" de cae c4n
bQ Y tt c6 th~ tra cW, etp nh$! thOng tin. ' ,

2. H~ din cac cO'sa kh4m ~nh, ehb ~nh tten dia ban tlng cui'mg thea d6i,
pMt hi~ va xu trf cAe tl1:iJng hc;rpxay 1'8pbin ling c6 hfi cOa cae thuO'e neu tren (n6u
c6). GUi bAo elio phin ling c6 M.i ena thuoC ~: Trung tam qu6c gia v~ ThOng tin thu6c
vATheo d5i phiri dng c6 ~ cUa thud'c (13-15 U'Ib4nh TOng, Qutn Roan Ki6m, III
NOi) hof,cTnmg tam khu vqc ve thOng tin thud'c va thea doi phin iingc6 hti cUa thu6c
lP. H6 auMinh (201B Nguy~n au Thanh, Qu~ 5, TP.H6 Chl Minh).

Ole Quao lY.Duqc se tie'p t\)~ ~ nhtt e4e thOng tin lien quan tfnh ~ toan va
hu6ng din xU trld6i v6i cae ADR cua cae thu6c neu tren de yeu c4u cae CCI sa dang Icy
thud'c e~p nM,t vao nbin va tl1hu6ng din sit d\11lgthu6c trong thbi gian t6i.

Cye Quill 19Duqc thOng b'o de cae d<1llvi bi& va tht;tc hi~.I.
Noi ,,~: KT. el,IC TRIf(JNG::=BQ y t!(~b/c) ; C TRIfliNG
-aeThIt t.ru6ng BI> Y Cf (ell ble) j
- O}c Quin 1;9Khtm chua~;-c.c QuAn Y - BQ Quo'c.phlma ;
-Q)c Yt¬ -BQ COng an;
- C\Ic Y tl-BQGiao thOng V4n til;
- 'liung tam DI &:ADR Qu6c gin;
- Trung tam DI &.ADR khu V1JC TP. HCM; Nguyen TAt s.t
•• Website O}c Quh 1;9Dm;tc;
-.PI:JbqDKT. QLKD. QLCL - Qw Quan 19DuI;Ic;
- tau :Yr.n.
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PHl}L1}C
C.P Dhtt th6ng tiD lifn quan din UnIi an toAD cia thu&:

(DfDh kCm thea COng vAn 16:U5IJ !QLD- IT nglyA)tbang g DIm 2017)
1. Thu6c ~ quang e6 chira pdoUnium:
i.i, Ngly 07/4/2017, sau khi xem x64 d4nh ~t Uj banD6nh gm nguy ca Cinh

giac duQc (PRAC) cUa Co quan Quin It DIrqcClAu Au (BMA) eli khuyeDeate1:ftn
db.g luu blnh b6n hot! eh«t thu6c can quang c6 cIn1a gadolinium ~ tiem tinh
mP, C\l 1M: acid gadobenic, gadodiamide, acid gadopcntctic vl gadoversetamide.

- Trong baa c40 tdng ktt dtl ~ ~ nh6m thu6c gadolinium. uy ban E>4nh gi4
cAe DillYco O\nhpc dUQCPRAC dI tlm thly nhllng bing ehling thuyQ phl}C ~ vi~c
deb luy gadolinium trong Dio ~nh nhan sau nhi~u tbmg sii4.yng thu6c.

- MJc dtt chua ghi nha,n b80 etc nAo ~ ek tri~u ch11ngh04C ~ It lien quan
Mnviec tich lOy gadolinium trong nlo, PRAC vin ti6p c$n v«n ~ mOt c4ch th$D trQng
do d1! li~u v~ nbUng Die dQng lau dm wa gadolinium tren niQ vAn oon Ift lu)n cM.
V. dch luy gadolinium trong etc mO vA trong ctc C(J quan kb4c c6lien quan MIlmOt
s6 pluin d'ng phv hi«m gtp nhu ban da vlxa h6a h~ th6ng ngu& g6c then
(nephrogenic systemic fibrosis) - mOt bOnh It nghiem tIQng xAy ra teen nbUng ~
nban suy th$n.

- B6n holll ch«t rnA PRAC khuy6t ngb.i Il nb1lng chft 06 cfu tr4c vaphuang t1ntc
giii ph6ng gadolinium ttrang til nhau. cae ho.t chft khac cW1g nh6m gadolinium e6
vOng lien k.e't 1& 1rong c{u tn1c h6a hQcduqc cho ]A 6n dplb. han v. c6 xu hu6ng giii
ph6ng it gadolinium han. Tuy nhi.tn. PRAC khuytn c60 chi su dvng cac hOft eMt c6
vbng If1D nay b li6u th-., nhlt c6 the vAchi sft d1plg trong truimg hqp bOob nhan kbOng
the e~u chVP thOng can quang ..

- MQt 56 haft chit c6 cfu tr6c tuung til vAn chrQc luu hlnh nhu acid gadoxetic.
Ho~tch(tnay duQc sir dlplg M cbie'u ch\1pgan v6i li~u thfp khi n6 d4p 1ing nhfing nhu
du chin c!o4n quan f.rQng vm 11SViva cbQn thay tht. Tuy acid gadopenteti.c c1Wng
tiem tinh mf.Chbj. khuytn cao ~ dimg s6 ding k9,nhung m¢t dN cht phdm.We
c6 ch11aacid gadopentetic tiem t:n1C ti6p We ~~ vin duqc luu hllDh vi n6ng c!Q
gadolinium giii ph6ng th«p han khoing 200 lfn so v6i c4c ch« pMm. dutmg tiem tinh
~. Ci bai ho~ chft nay 46u tten dm]c sir dvng vtii li~u thAP nhft c6 th~ va chi sU
d\Ulg khichi6u chyp thOng can quang thOng the thqc bi~n dUQC.

- PRAC ctlng lw y tlnh trfIlg ~ ngirng nAy c6 the duqc glt bO n&l cae danvi
chiu tnich nhi~ ding leY cae eM phbJ. 06 chlbt. b6n ho~ chft tz&l dua I8 duqc bAng
chl1:ngehling minh lqi feh khi sit dt.mg thu6c VUQt tr()i han so v~ npy cct hote eb4ng
minb cluqc cbe' PhAm cua hq giii ph6ng gadolinium khOng dang ~ va kb6ng din t6i
tich liiy thu6c trong mO. Khuy6n c40 wa PRAC se duc;tc chuy&i len uy ban ctc san
phlm ThutScsa dvng tren nguOi JCHMP) de xet duytt;. Quy6t ~ tr'9ng tAi COOl rung
se 4uqc 4ua ra lXJi uy ban (ll.lu Au (BC).

1.2. NgAy 05/01/2017, Co quan Quin ly Y t6 Canada (Health Canada) emC$p
~t thOng tin mm v~ tinh an toan cUa cae thu6c cin quang c6 ch4a gadolinium
(OBCA) ~g tiem duqe sa d\}Jlgtrong ehyp cQng huimg m (MRl). M~ db. chua p~t
.~ 4uqc ~ hQp nao dAn d6n hQ,uqui nghi.6m trQng nhung Health Canada vAn
yeu ~u etc nhl san xuft thu6c c'_Pnhtt th6ng tin Illy tr!n nhIn thu6c can quang chtia
gadolinium. cae can IX) y t~ duqc khuyen cao h\m cbt sit dl}llg cae thu6c nly va chi
dmg khi thVCSVc4n thi6t; dUng li6u thfp nhIt c6 hi~u quij d8.nh gia odD ~ lq.i fchl
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nguy COciam6i b4nh nban tru'(jc kbi 8U~ ~u 14Pl~. ~ nhan vi ngubi I.
s6c ~ nhan nen trao d6i vdi Mc Iidi&l tri c6a hQ n~ hQ c6 thie m&cv~ vi~
d¥ng cae thu6c canquang chtbl gadolinium d4 chQ.pCOng hubng tir.

2. Thu6ceha h09i: chit codem ,4cti~utJ1 bova gIim dau,·thu6egiam dau
chb h~t ddt tramadol:

2.1. NgAy 20/4/2017, Co quan Quh If Duqc vl Thye pldm Hoa Ky (FDA) di
thOng Mo gim h¥n sir d1plg codein va tramadol a tIC em. Ole thu6'c nay c6 nhUngDguy
CCInghiemtrQng,bao g6m thb ch$m hote kh6 tbb vl tit vong, ohftng nguy CO nay xiy
ra nghiem 1:rqng han b tre em dl.:tm 12 tu6i. men ~, cAe thu6c chda dan thlnh ph4n
eadein w. tlt ci cae thu6c cht1a tramadol dm;1c FDA phe duyOt chi sir d1plg cho d6i
t1tQn& nguM Idn. FDA cUng dang khuye'n c40 IJpviec 8UdY:DIcodein va tramadol coo
ph\l nit cho con b6 do khinang gay hJJi d6'n 1M nha dang ~y. Ddng thbi, FDA cf1ng
c!ua ra nhUng khuytn coo cho can bQ y ~, b6 my va nguM cham s6c tre d4 gilm thi~u
nguy CX1c6 ~ xay ra.

2.2. FDA dang yeu c4u thay ddi nhIn thu6c ciJa W ci c4c sin phim thu6c ke
dan c6 cluia cdc thlnh pb4n neu trent C\l th~FDA yeu c4u bd sung nhu sau:

- Codein khOng sir d1;mg d~ di6u b:j giim dau va ho. Tramadol khOng duqc sft
d\ll1g ~ di&!. tri giim danb tre em dd 12tudi.

- <lI6ng chi 4jnh aU d\lllg tramadol a tre em dudi 18 tudi de giim dan sau thu
thuf.t cit amidan vBJhotc • V.A. (Ddi vM codein: FDA 46 ylu c4u b6 sung chdng
chi dinh nay ti/thang 0212013).

- Cinh bao khOng khny&l c40 sir dt;mg codein va tramadol cho tbanh thi!'u nien
ti:r 12 • 18 tudi b60 ph} ho~ c6 c4c dnh trvng ~ nhu ngung thb khi ngU do tAc
nghm ho~ ~ phOi nghiem trQng, day Ii nhO'ng ye'u¢ltun tlng nguy co eWL nhOngvan ~ htlb«p nghiem trQng. .

- CAnh Me cae ba my thOng eho con b6 khi dang di6u tri v6i eadein hote
tramadol do nguy CeJ cAe phm l1ng ba:t 1¢ nghietn trQng cO th~gtp phAi a tre bll my.
Nhiing phin .~ b4't 1¢ nAy bao g6m: ue o~ ngu nhiJu, th6 cho Inh* c4c van ~
nghiem lrQngv6 hOhl'p, tha.m ch( Ii ttl' vong.

2.3. Ngiy 07fl12016.Cgc Quin 11Duqc di cO cOng vAn s6 12973/QLD-DK yeu
c4u C4p ~t thOng tin dm;:tc11 ciIa cAe thu6c chda codein trong 46 dineu c4c nOi dung
c4p nh$t v6 chi dtnh (dugc chi dinh cho ~ nhan tren 12 tuOi), m\lC lieu 11lC1Jlgva
c4ch dfulg (d6i vdi tntbng hqp giim. dan quy .tfi.nh li6u cho tre em tU' 12-18 tu6i, d6i v6i
chi djnh cfi6uttlho thi thOng khu~ clio cho tre m 12-18 tudi.o6 suy giim clntc ning
hOhfp va ch6ng chi djnh cho tre dum 12tudi), bd sung chOng chi djnh cho ph\l nit 000
con bU va ~ nhAn mang gen chuytn boa thu6c qua CYP2D6 sieu nhanh, Cf.p nh$t
th3n trQng cho ~nh nhan suy giam chU'cnang hO hl'p, sir d\lllg sau phiu thu~t cho tJi
em,...).

So vm clie khuy&1 cao' ~ cOng van sO 12973/QLD-DK ntu tren, FDA cO
khuy«n cao bd sung nbu san:

+ 00 vOi chi djnh giim dau: theo cOng vln huang dAn Ii chi dinh cho ~nh
nhan tren 12 tuOi va khuytn cao thOng sir dv.ng cho Mi t~g nAy, tuy nhien FDA em
'Chuyk til khuy6n clio sang cb6ng chi dinh cho tre dd 12 tudi.

+B6 sung khuye'n c40 khOng sit d1}Dgcodein cho thanh tbi6u Dien ttl 12 4«n 18
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~tu6ibio phi bot,c c6 cae tlnh tnplg ~ nhu ngung thb khi ngU do tic nghCn bote
r _ ph6i ngbiem trQng. day a nhUng y~u t6llm ling nguy CCI cUa Dh1Jng vfn ~ bO

Mp nghiem 1lQDg (ci. chi d!nh gUm dau vlc!i6u triho),
eye Quin I, Duqc - BO y ~ se cO cOngvln gM c4e dem vi ding IcY, SBn xuA't

thu6c yell cdu vl humtg dAn ~ c$.p nhtt, b6 sung cAe thong tin cinh b60 nly vlo
nhIn va tb hu&lg din sa d1;mg cUa cAetbuO'c cO lien quan.

3. Tho6e chtta hOft clU{thyosclne botylbromlde dlJlll tlem:
Trong fn phim Drug Safety Update ra tb4ng 2 nIm 2017, CO' quan Quin It

Duqc pMm vl Cic sin ph4m y ~ Anh (MHRA) cO canh btfo vi nguy ca g4p phdi
nhilng Ide dIplg b4t l¢ nghihn IrQ"g Ichi sa d1plg cae thudc hyoscine butylbromide
dI;mg tjim d nhing W.nh nJuJnhi blnh tim.Thea d6, thOng tinke dan ala cae thu6c nay
se duQc*nb$.t nhlm giim tbi~u nguy CCI c4c t4c dQng ~1.lqi nghibm trQng anht1ng
~ nhAn c6 ~ tim. D6ng thm, MHRA cling ctua fa khuylb cit> cho cAccan bQ y t!'
nbusau:

- Hyoscine butyl bromide ~ tim c6 the gAy ra nhOng t4c dvng bA't lQinghietn
trQng.bao g6m: nh!p tim nhanht h, huy6t lipvApbAnlhlg ph8n ~.

- Nhflng tic dyng btt l¢ ngbiCm trQng nly c6 tIU! dinMn tirvong a~nh nh.an
c6 ~ tim nhu suy tim, ~ tim mlllChvlDh, 1* nh!p tim hole tang huy~t lip.

- Hyoscine butylbromidc dtng tiem nen duQc sU dlJIlI th3n t:rQngb bOnh nhln bi
~tim.

-an gWn 84t c~t chC cAe~ nban nAy vldim bio s4'n slng phutmg ti~
ctlng nhu nhan 1\lC c4p c1fu khi c4n tbiet.

- Hyoscine butylbromidc dfn.g 1ie.mvAn ti6p bJc ch6ng chi cfPlh cho ~ nhan
bi nhiP tim nhanh. ' ,

4. TIlu6c chira hm,t ch't risperidone:
4.1. Ngly 20/12/2016, ca quan Khoa hQCY t6 Singapore (HSA) emthOng bto

gim hlJll chi dinh CJia risperidone trong di& tri sa BUt tr{ toe. Risperidone hi~ dang
duqc ph~ du}1t M di4u tri r6i lolpllWlh vi i1 ~ nha.n sa 811t tri ~. D6nh gi6 cUa
HSA cho thfy risperidon l:J li~udieu tri cho hi~u qua tren ~ nhAn cao tu6i sa 811ttrf
tu~ lllllc 4Q vtra ho~ ntng. baa g6m sa sUt trl ~ do Alzheimer, sa sUt ttl ~ do ~
mtch mau holJ.csa sut trf tu~ hOn hqp. cae bi!'n 06 IIlfChmiu nio nhtt liQt quy bote
thi~ mau do eye b¢ thoang qua, baa g6m ca tit vang eli duqc ghi n1$1 trong c4c thir
nghi~ JAm slog sir d\mg risperidon dieu tIl. r6i lo~ tam th4n do sa 8\1t trJ t~ tren
~nh nhan cao mol. :00 li~ an toan. thu6c sau khi thu6c lUll h8nh t.ren thi truOng cho
thfy ~ nhan sa sut tIl .~ do ~ ltlIllCh mau ho4Csa sut trl~ hOnhC1Psit d\Ulg
risperidon g,p phii bi.!'n00~h miu nio v{1itY l~cao han so so v6i _ nhAn sa But
trf tu~ do Alzheimer. Ut qui gQp ro c4c nghien C1iu c6 d6i chdng cho ~y nguy co
bi6n c6 mlllChmau nio tang len 2,1 ldn (bi6n c6 mQ.chmau nIo bmti'c ~ nghi~m trQng
c6 thi tm1g len 2,7 1411) tr6n ~ nhin sa sut trf tu~do ~nh m,ch mtu bo~c sa 5ttl trf
tu~hOnhqp so vdi ~ nhan sa sut trl tu~do Alzheimer.

De giim thi4u nguy co nay. HSA khuy!n cao risperidon chi dUQCchi dpm de
mill try ngdn lu}n trsn bfnh nhdn sa sUt trl tul do Alzheimer mUc ~ trung blnh 4In

. n{lngkh6ng d6.p -ungvm cac biln pnap kMng dUng thuOc; khOng ron duqc khuy61 clio
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--sit dQIlS cho a1c tYP lch4c cUa sa st1t ttl~ n1la (sa S11ttri tu~ tM h6n hCJP/sa slit trl tu~'" .j
do DlIJCh 1MU).

4.2. Qu~t dPth tuong tilctmg dI dUQC dua ra hOi Co quan Quin 19y t6 Canada
(Health Canada) w Co quan Quin it cAe slm phim di6u tri UC (TGA). BMA gi6i •
them thM gim sfr dyng risperi.don M di6u ttingAnM.n cAe lWlh vigaY'bfn 1t'UtIni diAn
o ~ nhan sa sllt tr{ ~ do A1zhchner m1tc ~ tnmg blnh Mn ntng khOng 4ip ling
vm c4c ~ phap kbOng dim.g thu6c va 06 nguy CCI gly ~ eho bin than ho4c ngub1
khtc la thOng quA 6 tu4n. .

s.Thu6c sat trOng ngoM daCbD h.,._t ddt chlorhexldine gluconate:
Co quan Qulm 1'9Duqc vl1b.11C ph4m Hoa Kt (FDA) em eSnh bao:
._CAepbin ling di ling bitm gIJpnhlDlgngbiem trQng (thb tho the hay kh6 tho,

sung mtt,m6 4ay va 06 th~ nhanh ch6ng tie'n tri~ tb8nh cae tri~u ch11ng nghiettl trQng
han nbu phit bannghiem trQng hay s6c) emduqc b80 <:40 li~quan MIl c8c san phim
sat trung ngo8i da duqc sudgng r¢ng rii06 chtta chlOIhexidine gluconate.

_MIc db hie'm g~ nhung s6 luqng w.o clio cUa c4c pblm ~ <Ii tng nghiem
tn;mg lien quan dtn c4c sin phim nay emlien tlJe tang trong ete DImg4n 4!y .

• FDA di yeo dn cae nhB. sin XD«t C4P nb$.t tren nbIn cae thu6e chtta
chlorhexidine gluoonate (ca ru,.ng s4t tn)ng ngom cia. S1\c mi~ hay dq Iat mOog
dUng dul'mg mi~ ~ di6u trietc ~ v6 n..rou)clmh bAa~ nguy co nen tten.
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