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Taeng quan vO teen th--ng gan do thuéc

N g u MNuAS:Pharm.2016;41(12):30-34
NglVYi d°ch: n"m Th™ Thanh Hl 1

T-m tilst: TZIn t hl1 ngindgcadlivedimuryt-DUE¢ ) (dFfugp<nh | T Kk
bi " n, nhlng c- nguy c¢1 g©y tA vong, nguy°n nhor
c8c thu=Zc khtng k° Ljin, c¢c8c c¢ch" phdtm bX sung v~
LYac chia th"nh 2 | oHi: nXi tHi v~ Lic nng. CS8§c
v’ thuZzZc c- t h’ g-p ph&€n go©y DI LI . THI MX , k hsg
nh-m thu=Zc | i°n quan L"n DI LI phX bi"n nhdt, nhl

s3yn phdm c- ngulln g=c thyo d}lac c- xu hlQng gi a
nho©n g©y b<nh-acetyAd cywngi N trong trl¥Yng hap tZn
K"t qguy Li’u tr” phy thuXc v' 0o | oHI thu=c sA d
L-ng vai tr, guan trKng trong vi<c L8nh gi 8§ DIL
v® c¢ch" phdm bX sung.

TZn thlying gan do th@Wizxm(Dne¢; tg”"pn yki cqu try
| © LXc t2nh tr-dog-igeced €N NtChunsteng ty th' ) v™ chne
hepatotoxicity) Llac &y rfaando hhmuEct ftmhi=zehdt
ke Lin hoic OTC), c&c tchhay plhdim ©&uU stum§c vv"™ chnc
syn phd&m c- ngufMhogEc M€oho tdn ' anich chdt chuy’ n h-a
chdt ngoHi Il ai khsc (kéehoWRQbtipcptath €QDamdgt h?
thlYng trong x®t nghikmummcotgan FBoi é¢2pkj kh8ng 1
l oHn chnc nitng gan khtingu gtidgn ct'm2gc hc €@l s t h=ng
b¥ng c&c nguy°n nhon HKthgc.(9d-d 2t hugyy'it pa§n : kh8ng
nXi tHi v IniXd Ipmgl XcDkthdhh LSu L8p nng qu§ mtsn t
tr°n gan do thu=c c¢c- fBh nNAae WwhwmaCcH ra@k tvZn thly

l'i°n quan L"n |i’u (v?2 dye¢ tpnlqa@eniamﬁl‘){ua,lplﬁ_-in |

g 2 o )

éfc ?7hg§><>|ybir>a hhlin<,n Lt I| ;nn qGLbE% tr n|g hL&p Snr
¢ €s¢ u §Hngg S|nh v" thu=c ch=ng

Kh- x8c L"nh c¢ch2nh xﬁpgﬁg d&nmis@mDIsl Ingdoy: DI L
c8c thA nghi<m | ©m s "mg Yinrg! Ogr nk htij °tyhuEca Hoa
LYac 11u h”"nh tr°n t holege bilG¥shdentelolbgyr 8Cd)E L« x §c
hi<u loc L’ ph8t hi<npcfap PE&lthiZc NPWS bV n nh
|l < milsc DI LI h“ng ntm Ldnhoc t3jQct t12inchn khwoadm gr " n DI L
10 L"n 15 trong 10.00Qhf{AgARAR 0LO ngl Yi

sA dyng thuzZc k° Lyin. T L myi m
khoxng 44.000 ngl Vi M DlverEPTIOLXI,(?;t©ty St)t(in/.."ver..t
. ) dv u. v | ©m 's"'ng v
hHi Y snc khMe ngl VYi E<ph %lab,t.Ln hi o
h 2 t " To 1< n-y CiPdd dotr‘|o§n SEETE AT A
g y ' th% x% \)‘i<r]q"c§,(‘h b<nt}: Ugi t
do vi<c sA dyng r Xng [ «i] c8c_ ¢ R asm  .b
. h'ﬁ v  _"Thte oda K1, Thl Y
sung Vv s3yn phdm c- ngu r{/..g:McHnthﬂq |1Or(1c'h|°n c
B nt
Trong 2000 trlYng h(}(pdsouyttha__nC %(qDDILI C)ugr?h“’m .
liver failure - ALF) € MY mYi n’cfrﬁ,1 = _? [ 1.°n . "
|

37t5% llom s n ctc n h
guan L"n thu=Zc chi"m >50L°)],ngiv37(?o = hcg P

. D P er Tox ~chn thtng
o ron 0, =
IC|§Cn ﬂusn rI1_ nCpak::llceijar%olntvhuCEs1C3/§ SZ_I:l_I’écaChdadot h. a
P nng r]y,,g cgo, Tt ¢n sudt s
Ci ch" cea DILI loHi v° di?n bi"n qug§ tr3

DILI Llac cho r¥%ng dd f©hsAxgg@ banfhhkom k"t qi
mXt s= c¢c1 ch" khg&c nh@a8c¢ tUtrbnfgi gu thamykhxyo. D
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ung t©m DI & ADR Qu=c gi a

Xuy®°n tham khyo Liver TVO'xXu = rcdepy rl:ht(;t

nhvng thtng tin mQi nhﬁgj Vhi Y LgI, nh(ing mX t .
nhi’' ' u thay LZXi v’ t-let&sé *écc I_t‘nnm C.€a o8¢ - oy ¢
thu=zc v" c8c b8o c8o0o FLACpCENgt Py i<’ nhon.
guan L"n LXc t2nh tl'é‘ﬂl ttiPLchtrv’n 9™ iC&%%nh ba.
c8§c thu=c. MXt danh s§8¢H; (h@a{no khL?'§| KhBiCe trs ¢
v’ thu=c |~ DlILlIrank, .haqq 90t pH9 hine -V’thai,
1036 thu=c Llac FDA ph? \ﬁqi“y%tin\’] v"’tclaclilﬂ'(ng ru
phon | OHI t heo nguy ﬁbrnPo'nL,l blelo’ rBhg Ngegi t hso
Ngo”i ra, FDA L« X©ymlsdc°nkg_mp}bgarb B‘I'Im b<nh gan
eDI SH (L&8nh gi 8§ LXc EHb LEANpEORR ng,hl M~ (v
trKng do thuZz=Zc) L~ r" §o§tc§%_ 3,0 n g t%nuxcc§c\,, -
L=i tlang tham gi a c§c tlh@_\n grhd %)'n ©”bILI bao
s"ng Vv’ nhvng dduw ?2hidyuy Cdyen g chn, c
tbtbng ALT trong huy"t hthanhnhho,.lm kHluldslnl’ubln
to"n ph&n).

C8c y"u t= i°n quan L"
TZn thlying gan do C§§-|9hbhEHd3@©92ti"n tri’'n D
sung Vv~ s)yn phdm c- ndgl)z'nrbn hg"Ean tnhg>1--oy (ve dy >50
lac t2nh chuy'n h-a thuZc (th
S=Z trl1Yng hap DILI dho-a8c " mpmsmt b nguy c
ung Vv~° s)yn phdm c- ndyhg gBanghxxeadIndec m t hu=c
so gia tktng L8ng kmtsn Dwynmichu®ad | ( InghllPamc ghi
nu DILIN cho thdy mntchut=cngc ht=ing7 %ol gntet ) , t 1
0% ti1 nktm 2004 L"n n&xm @Pdi@. L8g th¥Yi nhi’  u t
hddm bX sung v~ sy n prigagme50el-0 Ongnuglincgacc8c t hu=
hyo dlac phZ bi"n nhdth®©hni dfuqeam L'vd DlyL-lh< s=
Hi Mx |~ c8c ch" phdm e GB3ungt M rrommge t sphy nkr

o

uy<n th’ h3nh v™ giyYhMmroso €Qic kh™upttdmg <50
> sung Vv~ syn phdm d-hugEguRn dBEE®©nt Wfa. Li"u c
lJac trong ttp luy<n gha hitnbh g@wgvIiXgcda thuz=
®o d"i, nhlng kh'ng ch@y mAh-vaonigri tgad&m, c8c t
am gi Qi khMe mHnNhI. C &ct uc hc"a op hcdsm tbhy’ samwy ' n h- a

s3yn phdm c- ngulln g=g Wisnpo tdIiad*mdotih" " nh | i°
ttp luy<n th’ h3nh gOyQDI kI§ct "b8m” &k hdSanrg ochgeuy ° n
"u € nhvng phy nv tmifg with byt nhai/ utr°n c§
hy nktng hyn dtn t Qi VA°mogan (toomig? 13&9 t hu=c
i'c ¢cC€n ¢c- cha L"nh dh@p vwy&in.c&hsg§thulc achay n
u=c k° Lyn v" khtngak? @€0% s<Hhntarlc¥&eg hap suy
"nh ph¢&n c- hont t2@hnhyvnigBhbrghhohR©ntdthg tht
c ph®©n | oHi r»> r"ngg/ nlg”yh HmHhan novmg a«8ax t hu
phddm bZX sung v~ shjina pghudam CcY-P2ICQu Mmmi ¢ CYP2CI]

oo+ JQOC~"*TITXAK <3S XOQOO0T - FTTNOOOWM
= T M| T *¥ IO : 0

c thyo dlac thlYng quan dlaon LXing (khgcnguy c

au v’ hi <u | oc <cea tthhu"=Zch Lptho€cn chuyhoHth - a qui

nh, tHp chdt) . C8c C¥P2DP6. phdgm n" vy czng

i"u so gi§m s§t, qu>IH§Mvg|9§©yngm kfa*h'@n

ong vi<c L&8nh gi 8§ DILI. dg

2 sung Vv°© syn phdm c- n Lnla%c Chtd3rp>| 0 theo
lJac i °n quan L"n DILI,0 \} HH>|n rIlnp tthui the
sau khi t §i S A dyng S é)h<c% ao’ %‘I Sgllﬂm"c§c
phddm chi "t xudt t "th%a:r?h C§ncg gqﬁoyclolsndvtl c§¢
phan 1ty dlxmte//aasaaMCa)m@ sung v syn phagm c- ngufin
Ho"ng |li°n 1Qn, VM hHL’t«nF S Sed sdaybnggol)k"vt" qu

aB3n Lo§n h3 nh ¥ nh t htm

Venencapsan.

2|Bjyn tin CyniS=g2§’c dlac |
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Byng 1: C8c thu=Zc v nh-m thuZc |i°n quan L"n
Thu=c/ nh-m t huZ=c LoHi tXZn thlying gan
Aloourinol T" b" 0o gan hoic h¥Yn hap (k"t hap cea vi®°n
P gan n mtt ), thlVYng k -mié&&cddbichu hi<n d°~ n
Amiodaron T" b" 0o gan, hYn hap, holi c n mtt
Amoxicilin-clavulanat {( mtet ; [ t h’ t" b"0o gan
C8§c steroid {ttmtet ;LITEng th' | i°n quan L"n c¢c8c tHp chdt
héa kich thich
C8c androgen corteta c th” c¢c- ¢c8c nang m8u trong gan,
khung steroid th} bi > u mt t" b 0 gan
Thu=c kh8&8ng _y." = . ] , . s -
hoHi tA khEiTu%(TONFg)an' © t h gi =Eng vi°m gan to mi?n
Azathioprin {( mtt holc t" b" 0o gan; c¢- th’ k m tktng 8§p
. T" b"0o gan, h¥Yn hap, hoic n mtt-mi hl Yng Kk
CerteamEmEp d”ch (hXi chnng qug8 msh do thuZc ch=Zng co
Flavocoxid HYn hap, t" b” 0o gan, holc n mtt
Céc fluoroquinolon ¢ mtt, t" b7 o gan, hoilc h¥Yn hap
Chi"t xudt tTr"" bxXenhgan
'rll'ithu:c AR e gan; c- th’ oemi¢t8édbchu hi<n d° nn
Interferon -alpha T" b"0o gan; gi=ng Vvi°m gan to mi?”n
Interferon -beta T" b" 0o gan
Isonizid T" b"0o gan cdp t2nh; gi=Zng Vvi°m gan virus
- T" b"0o gan, thlVYng k -mi¢é &cdbichu (iX€«ncdhng
Leeudl msn do thuZc *th=Zng co gi tet)
Cac macrolid T" b0 gan; c¢- th n mtet
Mgthotrexat GLalnYnnghi?m mi, x1 gan
u=ng
Minocyclin T" b0 gan; c¢- th’ gi=Zng vi°m gan to mi?®n
t2nh: hQu h"t t

Cdp t2nh: t" b7 0 gan; mHN
n

Nitrofurantoin R .
Vi m gan to mi?

C8c thu=Zc ch3Zng .vi °m
khéng steroid (NSAID) hT b gan

n mtt-mi # hl Yng

o thu=Zc chZ=Zng

Phenvioin T" b"o gan, h¥Yn hap, hoic
Y dch (hXi chnng qu$§ msh d
coe ©lhgt r]CTC"hb"bolnggan, nhling hi"m gi

proton (PPI)

Cac alkaloid pyrolizidin ~ H X'i chnng tlsc mHch xoang/

tlsc tknh mHch

Sulfasalazin HYn hap, t b" o gan, holc n mimhi?r
d"%Th
Sulfamethoxazol - { met: c- th' t" b o gan, v /hoic c.

trimethoprim

- mi >n ®d”~ ch
(cotrimoxazol)

Acid valproic Ttng amoniac m8u, t" b"o

gan, hXi chnng

Ghicht:®C8c bi " u hi <mi temaddéhnbgo gMfMm s=Zt, nZi mad3n
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Trung t©O©m DI & ADR Qu=Zc gi a

gan/ L1 VYng mtt v° sinhtEhithlgag khibte gam v~ t
L™ nh Ttng ALT khilng &nm Itltueo ,ddwHhi € &En t hlng
r=i l oHn chnc nktng galn©nk hst"nngg Lcl-act hcoit hlay L ZXi

nghi°m trKng do gan thluw¥rg xuy°n th2ch

nghi v’ tré n°n dung R Y ttih% CChuB3n “ng |
t hzch nghi, Vi <c Sty cpiphy nH¥<W thEJ y"u
thuzZe (v2 dy khi " RS FSE NUFCC DL égeléhuy
m§y nh-m’§tat|n) dtsn lﬂy'f'\g & ghlgmgg c @ -
hoic Zn L"nh <c8c enzypm, gannthhlthtaln F@U@A‘M ( Ro

LSnh gi8 c8c thuZc b<ph, phEN; f«a8de emaﬂt Met ho
cf;n x©y dong th. khung thYi pgxijang,gh? If‘rl‘l‘ngj(§8§c t s
li°n gquan L"n vi<c shkpdunKE3G hRU=¢ cYoms) ho
thvi gian khei phSt cgng mey FuaPi RIaRaCoRctori
c8§c bdt thlYng li°n qugan L"n oC §Ct2°H‘H‘ fhed ttham
nghi<m chnc nktng gan. nL'WC bd % tf’bY| g©|yanra do tt
khéi phg8t <c¢c8c ddu h|<|u0HI A Ha <§1auchr]g(g |86:1H| tr
DILI c¢- th’ dao LXng, = ﬁ_ g§c trlls\ﬁrﬁgcnr}_ﬁu%

L’u x3y ra trong 6 théngkhﬁuni%l@ k hi- p;wgl c - k

nhi?m vQoi thuzc. Thang RUCAM Llac sA dyng
C8c t3*nh trHng b<nh &&hdcnltznlgbm S wgacCrtng ¢ty
c©n nhilc L’ | OHI tri gbam qubmn viil®P ml'gabh§&§nh gi §

virus (vi°m gan virusThHangB, M&V v(c.,cn Ltlhdc chi "t
Vi °m gan virus E) v’ Ch8dkgn tLEBongn thk @miglsDiagnpsticm

virus khac (cytomegalovirus, EpsteinBarr Scal e) |7 mXt phi°n bxyn bi
hoi c Herpes simplex),CIlvOMSW RIJLA Mt oc mi MKt s= hHTr
tZn thlying gan do thit'ruung8w "oyac 8eX,Li b XILi " m qu:

chnng -@huidar i (tisc nghhn tchuXbolcki"n cea mXt
khing h3nh th"nh huy"2t kbEtnh krBcmiclongac8c t1
k h Mi gan) , b<nh Wilsohbhi (b<hhnki horay'cn Itihi gi
tr°n nhi?m slc t h’ téd1 ¥Yngv gyt rczi mna@un X t11n
chuy’ n h-a LMNOng). Tht! Cd OMMBY RUELAMs i nByy nt hlii"g<n t A
gan |~ khtng c¢n thi"ay vBE8&nh <gi §§ " g ¢y hh¥mg c-
khtng hlQng L"n chdn Log§er X8x. L Cek DilLQng dtsn t
DILI tilsc mtt cSn thYi sgngnvhniDlgHycchdo ir thnag T k

so Vv Qi DI'LI tXZn thlyngivvd d8§8mw cghauny.° nAlgTi ac ((doa t

th giyYym r» r<60ngdaysamgdivsimgv30c8§c nguy°n nhon ¢

khi ngitng thu=Zc nghi b0ng¥Whtrnordaq tgralnYyngl hapi u ct

DI LI tZn thlyng hoHi LAnh "m=bi" oqugaann ,h <t rnohn€gn q u Y ,

khi ¢ DI LI | oHi tilsc mtcbinhatkakti h " mihqgs pphhatiansge p h
i

(ALP) v~ bilirubin hulflVdacthkanhdycng thXngi ymi V'
L8ng k' trong kho)yng kh¥y"miaBol tnoh@i théé h~ n
ngay. L., phlying ph8p Llac || oa

C§c ti°u chudn h-a s%hd Toem %U%'b I < @(@@n quy t

L "nh so xudt hi<n DILIngﬂéongﬁka nhq’t h&po CIC
trong c8c ti°u ch? sau.n|ALuT ttang 05 1 ¢n ULN

(gi Qi hun b3nh thl\"(ng,b(" uaA‘H-PtrtI{-nngg nQ12cH I

l€n ULN; v" ALT ting p3 H%ﬂ|U%W K &® thhech goy b
bilirubin ttng >2 1 ¢n LN, \Gi.8 {fu~ cﬁl&lcﬁ‘iaéxch
dyng L~ x8c L nh | oHi dzrpgthhlulzncg nhamh RH ng L1
(ALT/ ULN)/ (ALP/ ULN) . BhOS Ip$mnth§nh Y30 0 t i on
thitng t° b o gani R 3, t1LRE(BPOiHOL. LAb<u quy
thlying tlc mtt; trong Khi, %én do° ri iy RiE<Riom «

41Byn tin Cynis=g2s7c dlac |
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nhi°n chla Llac nghi°rk eomnuhle®y rEed LBHNnVvORLENng m8L
DI LI . Tuy vViey, c8§c tgadc HU'ry nwtan [OTlempl eds Co
khuy"n c8o0o trong XxA tc#H “O°tr g¥mgtRgegmgctotitng
c1 ch" to miBao delnm hngloonngg mXt thA nghi<m | ©m
thu=c v~ sA dyng cortticlo¥ngrbad. t LOruUt pd&p!l utst
corticosteroid czng cratbh”nhHlaghk&@nv'nhisguy c

n"u c¢c8c k"t qu) x®t migmg <dnoab ditr °inh)d Yiteg Hy tron
khing hnNi WBhyawSsaulbdcClbhrigttyn"Dulac nghi°n cnu | €
thuZ=c nghi ngY¥ c¢- l'i @rhugaoaatil d¢ nl ey hclm™hh tr°n
mi °n d~ch cea DILI. thlyng gan do thu=c.

N-acetylcystein (NAC) DkLIL}abt” sAhigudwhmg nh©n h"n
trong Li’  u tr” L Xc temnyh g epdpatet amMola, KT, n
nhlng vai tr, cea n- dan Ldiarcu smé L oXmig RBILI c - )
trong trl¥Yng hap Dl LlIquyo Lndwy°nr nh©nTZXn t hl
ngo- i paracetamol . Theaor ac®d amd IQnge - d&tni ° n '} an

thoc h”"nh | ©m s"ng cekhoAME, ttNNAYC cgi atnh’ 't En t hl\
Llac ¢c©n nhic tr°n b<mhamhm©rmmgld6i klhGn nct-ng t §i
suy gan cdp gi ai LoHnnhsa®rmh, hnmhl g kwhlingDIl LI Lic

LYac khuy"n c¢c8o tr°n vRQF €m k< ©O®he®p gamgl ™ 9 %,
do tuvu I < s=ng t hdeéwgdny m gésnb <srHn nsha@n t n t hlying g:¢
¢ d o nguyén nhan ngoai paracetamol. c - tZn thlyiyng cdp t2nh t"
TEZEng quan doa tr°n dv plhiZ<cubilMTmcnbd¥yhg cheza tDI LI L
ntm 2003 L"n 2012 chokhd>xylyg NAG%c 't Zmig< us = ca, \
gu) c¢cho bsokh ghé@mgugep 1050% s= ca tA vong. To | <
nho©n ngo" i paracet amol60-&0 % htlrno nng® sluX Igawn™ cdp th
Lx 11, LMNng thYi khtnggi Khmiyd nn"cl ok hvtinkge Lssdac ghe®

dyng thu=Zc n”"y thlVYng ey - MXE, 3N, AUARN t h nh I
h< th=Zng v’ sA dyng NACL{HKR gngP'l))-'c"dnog ttng v-©
nguy°n nhen ngo”i parafgfamefinh} P obBB@og | °n
Llac thoc hi<n. NAC k@ln%<h}]uqthf@laA DH']_OI cdp t 2

duy<t cho chnsuly” nghadd icgipyidiif-clavulanat, trimethoprim -
nguyén nhan ngoai paracetamol. sulfamethoxazol, azithromycin) 1a nhém
Acid ursodeoxycholicthu=ZElpbZshidpnaoghit 1 i°n g

XA tr2z DI LI c- tilsc mtetD)] LiuyHmhit2mh. dC8kci yluhvY:=
tra cho vi<c sA dyngtin“rny to,in nh®hLIichthen t2nh |
Carnitin Llac d¥%ng trongmttsn tbhEi ng6dan vdo thVi

val proat. C8c s)yn phdmB6&5 nmyNrk gEFe t 68n phyi

nhi ®°n nhil silymarin, vr(bisvtehruaacrol, curcumin

v ginkgo Lang L}lac L8nh. gips ng ghhi<“nhqtd‘n>| L Xc t2
byo v< gan, mic d¥% dv liiiqu N%t?nAT%ym’B%nslNh%Xcho t
ban LCu. Li<u phgp thlﬁ‘lythhLJ R N e T
t§i tutn ho"n sA dy gg ?\§%Hﬁh9’5n3"q’ptlpuhcy L nh n¢
phOn th, tSch huy"t tlengondh Qe Lohh k- a rsnh

hdp phy hi<n Llac 8&p bd--yongg(,itnrodwdgy Ly [ au étrr;mc I X
suy gan cdp. d”i >3 th8ng sau khi ngil ny
Ti °n I'lang th8ng sau khi c- tZn thlqyn
Lutet AW s(L/ amg)tecp t Qi khh1>|1 nrptndang ph=i hap. C§c
suy gan cdp do phii nhi?hMWEC &C (Xl Ic.n ther
LXc t2nh tr°n gan. THE&S Lioat Cr]h'ldn Kbpyng 9, 8%
nhon c- v ng da thn pK§€F tcla"r{nlstcr|D|H-|saLP§tCZnnh m
thiing t" b o gan trolng "mx&Yainh il "MgnliXem t2nh tr

| ©m s ng, mXt b<nh nhddldMd AnNdsyRigdp Lgp28. 5%

No.1 - 2017 | Bulletin of Pharmacovigilance 5



Trung t©O©m DI & ADR Qu=Zc gi a

Khtng n°n d¥%ng | Hi ct8hey ot hddZmoc nsgkh i L -mggY v a i tr,
gOy LXc t2nh tr°n gantrong gBhp kph&ngngtnlogt a I
chKn kh8&8c ph% hap tr onnggutyr’lnY nngh €na pt hlue cd khaghi ngV
t2nh mHnNng. Phyn nng sy hXy nrga ngh amh,dymigngs Qm nh
hin v"™ ¢- th’ g®©y tA vbosngh .k hni’ pthyd wdiAagd YiHi b<n
v Qi thu=c, Lic bix<t rr'ku c€Bc ck" ki "qguyt hxn&t v’ c 8§
nghi<m chnc nktng gan kaemgltuhl>5CilcEnliULMN | ©m s n
v’ tr°n b<nh nh©n LS8pbgnig. c@En tkHHai cthhuS8lgn kyx ti’
cea lutt Hy hay c¢c- v ng<mhm.nh®n nghi ngVY milsc DI L

K" | uten khung I;‘nh b<nh nh®©n n°n

_ . tr 2 hdt 6 th8ng L~

S=Z trlY¥Yng hap DI LI L%Pc‘ﬁlotfl‘?gphf1né’ Bun t2nh.
tbng do ting t2znh shnl.c-C§C@Ha tc§..c cté’n—c -kth’ o
Lyn tt thay LZi trongnchhvnngh bs§chh,bh>|©)n hrﬁlscmhyoic .
t" v' so phsgt tri ' n CEIA. th> trlYng c8c ch"”
phddm bX sung Vv~ syn phdm c- nguflln gZ=c

PHYN VO
LIEN QUAN §ON EPERISON, DROTAVERIN Vu GLUTATI
Nguy?n Th”™ Tuy" n, Cao Th™ Thu Huy’

Trong ntm 2016, Tr ufpgrson cliptavgin &a mirtathion.  Phan
Quz=c gia L« nhtn Llac MXtMsdEl $Gol tsgy LegWg s= ct

ch¥ T v’ phyn nng phydhhwuzcymcytk phyahng<frong
i °n guan L"n mX t s = t hu=c, bao gnNm
Byng 1: Phon nh-m dlac I T v™ c¢cha L"nh thlYng g

va glutathion [1], [2] , [3]

_ Ph®n nh-m dlaoac |1 ~
Thuz=c . Cha L nh
theo Martindale

Eperison Thu=c gmT8o LXngnthe tr~ tri<u chnng ttng trlyn
c1 y"u tr°nnhegpg b<nh nhl h Xi chnng L=t S :
s=ng | "mkbQgpmvai v° Lau cXt s=ng thist |

c8c phynlL%Xm nhvng b<nh nhl b<nh mHch m§
tey, gi«heyy tho§i ho§ L=t s=ng cZX, di

van va gian (bao gMfMm ¢cXY u n«o tey), di c hn

mH Cc h . (chdn thlyng tey, tZn thlyiyng L¢
teo c¢, bHIi n«o, t ho8i ho8 tey,
c8c b<nh IT n«o tey khs§c.

Drotaverin Thu=c b&-tecdu tnttu tr~ c8c tri<u chnng co thil
v c8c tdhatg tothlst drHuXd™,y co t hist L1 Yng mtst
khac papaverin thtn v° <c8c co-stimiht diylcY mg Inis<Mi

s Mi ni<u quyfn, Vvi°m b"ng quang,

Glutathion Thu=c gCxichnc ffungi °n sA dyng thu=c LZi v Qi

LXc tHoch=Zng oxLXb-ah&n kinh do d¥%ng cisplatir
phnc chel athnc phpgg ngita t8c dyng khi d¥%ng t

v’  chdtchiay n hheic tia xH; hY tra Li’ u tr ng
khang khéac c8§c hap chdt khg&c [ 3].

THI hCu h"t c8c nl Qc44/20146TE-BX¥Toi ( vl2®™ dtyhanhl Anh,
chi"u trong Ltng kI thau,=c Cahada, ThMRgg tvI chou

6|Bjyn tin CyniS=g2§c dlac |
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drotaverin v glutathit®m dAhloa ¢huXlce phme @i t he
mi t trong danh myc t hbuy=oc hli} d2¢ [ Mddkmg ng LI ac
trong Li"u tr” | ©m s"dgngCB&nghusrc tHPNnnbhetEu n]l
y"u Llac 1lu h”"nh tHi do8d imlQo 'checBuc Cp hnyht nng c
Trung Qu-Z=c, Nhtot B ) n, eparison, drétgverirS vanglytatipiom rtreng y
Th§gi Lan, MalTaysiVa<té NI, .ccnp rdt hHn chWYngchi
ba thuZc L’ u nW¥m tthruo=ngg Danh myc
Byxng 2: Dv | i<u v’ ADR cea eperison, drotaverin
Dv | i<u v’ phyn nng c¢c- hHi ( ADR)
Thu=c Dlac thl C8c nguln thtng tin kht
Qu =c g i Martindale Micromedex
Vi <t Nam
Eperison Phat ban, Ban da Khong c6 Trong mXt tXZng quan h< thZ]
phyn nng chuy®°n lquugn v~ LX an to"n cea eper
tr°n thGn Lau ¢cXt s=ng thist |31ng, <c8c
kinh, tiéu tlyng to nhvng ph3yn nng L«
hog&, ti"t Dlac thl Qu=c gi@] Vi ¥¢Y TNamn
ni <u, r =i tin s)yn phdm cea bi<t d}lac
Il oHn chnec ghi nhtn v’ phxn nng phyn
ntng gan, nhlng chla r» tuv | < xxy ra
é
Drotaverin ~ Khong c6 Khéngc6 Ttng huyC8c nghi°n cnu v’ LX an to
chuyén théng tin 8§p, mHchche y"u Llac thoc hi<n ¢ L
| uten v’ ADRnhanh, rAsEDR  ghii nhtn t1 4% L"n 169
| oHn chunyyhh@n tham gia nghi®°n cnu v~
héa nh'8][, [9]. Ri°ng LZi vQi L=
porphyrin, 46 tuzxi, tuv I < ADR 1li°n qu
bulln ntnmh-m thAx v~ nh-m LZi chnng
Lau LSu,nhau (46, 9% so vQi 46, 7 %;
ch-ng mipthywn nng thlYng gip |~ ntin
r§8§ch c¢cZX btasn da, ch-ng mit, ti°u ct
cung huy"t 8p, chla ghi nhtn phy
phyxn v< [8], [9], [10].
Glutathion ~ Khéng c6 Khéngc6 Banda C8c nghi °n cnu v’ glutath
chuyén théng tin glutathion khing ghi nhtn
| uten v’ ADR nghi °m tr Kng. Trong mXt SR=
s"ng v’ hi <u quy v~ LX an
cea glutathion, c¢c8c phxn nn
nhtn | thi"u ms§ u, giym bH
cSu, ntn, bulln ntn, ti°u ch
THI Vi <t Nam, nhvng ep®8oi €80 ' Iphynguy°n nho
nng qus8 mtsn nghi °m tr Khaykhonghl phxyn v</sZ=c
phyxn v< khi sA dyng epe iﬁ&l’CHﬁ?Fa‘b% rb§v0" L i °
glutathion c¢czng L« thng,mgh\hnrbrbt%n' ootna%erln)
an 2016, Trung t©O©m DI & AQRy; Quc_§<:C gt ra|<l_ chnng r
ghi nhen: da, kh- theg, Il Hnh run v~ p
* O MXt trli¥ng ha'p t)‘ V-Qnﬂ/lejocﬁcr‘?l PBHM hai bso
v<. c - l'i°n quan L"n aal % sl SiONe)p  glgu Yy - S :
nh|"°n, do b<nh nh®on quuaacn nd&pgté_tﬂmlgon_
t hYi eperison v Qi mXt t hu=c kh§c
(esomeprazol) n°n kh- xT§hclnLg ntH ncﬁ&cncﬂgﬁn L_ n
cea eperison, drotaverin =
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Trung t©O©m DI & ADR Qu=Zc gi a

ghi nhtn trong Cy1 sé¢ dVUlhbic<turbfobyorBgy 3ADPBNQgEe a
Vi<t Nam v™ cega TZ chnc Y t" Th" gi Qi ( WHO)

Byxng 3: Thl'ng tin v’ sZ llang b8o c8o0o phy)yn nng
Vi<t Nam v™ th" gi Qi l'i°n quan L"n eperison,

Thu=c C7 sé dv |li<u cea TCTrusg d®mli <u cea TZXZ chnc Y
DI &ADR Quz=Zc gi a (Vigilyze)

S= BC phyn v</TZng= sBEC BpChyn v</TZnlgu sl=< BB t 1
c8c nl Qc

(tuv | < %) (tuv | < %) R
Chau A (%)
2015 2016 2015 2016
Eperison 2/14 2/6 17/1051 21/1027 95,8%
(14,3%) (33,3%) (1,6%) (2,0%) (n=2034)
Drotaverin 10/39 3/22 2/120 2/93 76,0%
(25,6%) (13,6%) (1,7%) (2,2%) (n =570)
Glutathion 2/9 8/20 47/535 39/654 96,9%
(22,2%) (40,0%) (8,8%) (6,0%) (n =1089)

n’ hHn ch"™ phyn nng ¢i’  hHisAl d°n nopwar rtd @ic khi I
ba thuZ=c n"y, c&n bX w<bh oB®nchhist dg cshm dky°’ng | H
Ly n eperison, drotavergiory W™ ghgt athli ddrknph¥% h©n
hap v Qi c8c chaAa L nh tqruamg ttrXKnikgl ®ng ddosnphsing c §
dyng L« Llac BX Y t" mthrf cduyt<ht’ kojiyc ra§c
h} Qng dtn Li " u tr~ hi<nTp'6HB ‘i’(‘?nB)ih\{ng" t Pj n° ViU |
duy<t. Ph>.|n nng cv hHI hr5|9nh'r]nnb trKnlagHI cstah cy ep
xyy ra vQi bdt ki i %Nt %thFb¥N% b N@un ch

C“O

n“o cega thu=c, Lic b|<ntguy<nL1Yngntk|-pnh dAMHehi <y ¢
Do vty, cSn theo d»i g|§1 E‘)E‘©Qnsf"3 Khic el THuz=c.
thUEC 2t nhqt 30 phl/zltbll_<n ph§th hH)h)\ C‘h‘zcgcpph)il
th¥i. Khi xay ra phan gimg RhRD ehe/ § 3% 0P Mokt ot av e
vV <, ct&n thoc hi<n nga)&lInheqoulphL§l'anLnngChl'\—<rbgtheo
s=Zc hi<n h”"nh vQi adr&xwlalﬂ&t td>| c§clSpb§o hs§o ph-
oXy, Lit n Xi k h?2 quanuatnruvy, ”Trduncg t dMUBC8ADR
khs8ng histamin, h2t - th,{_u_g quy%gv 0N |be<ta L§nh gi
adrenergi c, ti °m tknhc§|’BHCt|’h hydgpocprtison

hoi ¢ prednisolon n"u c¢cSn. V|<c k hai thg8c ki

T°i /i <u tham khyo:

1. The Pharmaceutical Press (2017). Martindale: The Complete Drug Reference. Retrieved
12th Jan, 2017 from https://medicine.canhgiacduoc.org.vn:2059/mc/martindale/current/
index.htm.

2. BX Y TDJ] 2 0tl/b)) . Qu =c¢ Lékina xWidtt bMam,t hn hai , tr
hKec v~ kx thutst , H~ N Xi

3. Bjyo hi ' m x« hXi Vi <t Namibpegl0l1lay, yCoag7vR2012
thanh to&n theo ch™" LX BHYT LZ=i v Qi 5 | oHI t hu=c

4 . BX Y T" (2014). Danh myc thu=Zc thuXc phHm v
k m theo Th!ngB¥YT nsg= y 4107/ T™Th8&8ng 11 ntm 2014 ceca

5. World Truven Health Analytics, Micromedex Solution - DrugDEX, Retrieved 10th Feb,
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2017 from http://www.micromedexsolutions.com/micromedex2/librarian/PFDefaultActionld/
evidencexpert.DolntegratedSearch#close.

6. S. Bavage, S. Durg, S.A. Kareem, S.B. Dhadde (2016). Clinical efficacy and safety of
eperisone for low back pain: A systematic literature review. Pharmacological Reports68, p.903
-912.

7. Eisai Co., Ltd. (2012). Product Information. Retrieved 10th Feb, 2017 from http://
www.shijiebiaopin.net/upload/product/201082521391314.pdf

8. Amitabh Dash, Rituparna Maiti et al (2012). Intramuscular Drotaverine and Diclofenac in
Acute Renal Colic: A Comparative Study of Analgesic Efficacy and Safety.Pain Medicine 13:
466-471.

9. Ramesh R. Rai, Manisha Dwivedi et al (2014). Efficacy and Safety of Drotaverine
Hydrochloride in Irritable Bowel Syndrome: A Randomized Double-Blind PlaceboeControlled
Study. The Saudi Journal of Gastroenterology 20 (6): 378 -382.

10. Manishnarang, DheeraJshah, et al (2015). Efficacy and Safety of Drotaverine
Hydrochloride in Children with Recurrent Abdominal Pain: A Randomized Placebo Controlled
Trial. /ndian Pediatrics, 52: 841-851.

11. J.J. Kavanagh, D.M. Gershenson, et al (2005). Multiinstitutional phase 2 study of
TLK286 (TELCYTA, a glutathione Stransferase P1-1 activated glutathione analog prodrug) in
patients with platinum and paclitaxel refractory or resistant ovarian cancer, /nt J Gynecol
Cancer 15, 593-600.

12. Vergote |, Finkler N, del Campo J, et al (2009). Phase 3 randomised study of
canfosfamide (Telcyta, TLK286) versus pegylated liposomal doxorubicin or topotecan as
third-line therapy in patients with platinum -refractory or -resistant ovarian cancer. Eur J
Cancer; 45(13):2324 -32.

13. Raza A, Galili N, Smith SE, et al (2012) A phase 2 randomized multicenter study of 2
extended dosing schedules of oral ezatiostat in low to intermediate-1 risk myelodysplastic
syndrome. Cancer,118(8):2138-47.

TeeNG KOT CaNG T.C B,O C.O ADR NijM 2016

Tr&€n Ng©n H”

Ntem 2016, Trung tom Bl &hA&BR (dBDPc cgica |l i °n quar
v Trung t©m DI & ADR Ma&hd “Woc sPpdymm @4 cha L7
Minh L« ti"p nhtn v~ S&AYSH, 1€0)9.77Chpigot ic’gdo s= 1o
ADR (LHt 119,7 b§o c§b}¥CtiEY¥u tddm) t hepopngti ng
18,5% so vQi c¥%ng ki ROM62BLgc (onkmLplesoy trong

c8o0) . Trong L., 9467 bg§o cBOoO LtEGOo QDR tTe cElclE
c8c ¢c1 s¢ khg&m, chva b|<<|—nd1MV"CH1p5A688¢h\I§—IO c8§o
ADR x3|y ra tr°n I«.nh t h Nam th§ <:§c§o 1
Lin v s)yn xudt, kinh doan (58
b8o c8o tr%ng vQi b§o c&d Nth I-c§"'c hc1t snsg “Wn glnp,/ 121
chva b<nh). SZ I1ang bkshoS M §< Mphh ggnc pvjag cb gnh cea
ntm 2003 L"n ntm 2016t hiNnkhc PHEs ftH 0pgy ¢¥ nl Qc |
trong hinh 1. ADR PhS¢n 1 On b8o c8o L1 o
€ $% e N b X h
Trong s= c8c b8§o c§oV I;« t"'{z--”;? nht?;l%1 {ém. v
HMhg, l c8Cc b<nh vi<n tuy
10584 (96, 4%) bgo c§o, |k1) =, bdt | ai
— .. a khoa v b,<nh i<n thuX
cea thuZc v 68 (0, > bn§OI §O vt_ch%t N X i v
l Jang thu=Zc, 325 (3, 0%) )/b§ c'8o "S- c8c vdn
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Trung t©O©m DI & ADR Qu=Zc gi a

Minh ¢ s= I|llang b8o ¢8mnpngaBiahtftn(viirg s= 11
nng 21,2% v"™ 14,4% tZMPRsETalw8§aotcp8drnonhgntHi TP.
Ll ac cea C) nl Qc) . TR.. B<nhNhwigsnl PhdmaNgKc Tht

phlying c¢c- c¢c'ng t8c b8e=c®B®880ADPBOhADPR qgby’  u nhdt
nhdt v Qi s=Z b8o c8o/ lchtirinmckuw,B8@®n t 2ag sBJdb&8o c 8§«
trong ¢y nlQc (426, 7 H»8&8ok t&m,/ 1l hbuyain.gbuBn)h©n )

S=Z b8o c8o
12000 -

10977

10000 +

8000

6000 ~

4000 |

2000 -

ntm 2003 L"n

10000

8000

6000

= Pon vi SX&KDDP
m— Cos0 KCB
—#—806bao cao liy tien

4000

2000

& o "‘?" SRS
SE T S &“ &\“ &\“ <° &“’*‘ ,(o“" &

H3nh 2: S=Z |llang b8o c8o0o ntm 2016 Il zy ti"n

nzi tlang gAi b&8o c8DRchel ayx" bb8lo” c8bathsKc 3 n
(40, 4%) ,-yb&k dB1, 4%) wirh t(cefdtagximt hcefwiaxdn,” ceftazidim,
Li" u dling v" nvhinh3). si aphoflokati®, , 9cedliroxim, amoxicilin/acid

2. C§c thuZc nghi nd¥aydy anRbpk pigyeofloxacin),

b§o c8§o0 nhi’u nhdt (rifampicin son|a2|d/pyra2|nam|d) va nhom

_ thuzZc gixm Lau, ch=ng Vi
Trong s= 9467 bs§o C§(9efco'ta8xi_np§v°tsc§l I th c ngt
OO PSS SR G S 'ﬁﬁ‘,h@gbéé &g & Il L’u hhdg vo
thu=c. V3 viy, thing tin v hu=Zc ngh gY
Llac th=ng k° tr°n 938%: b%rb”n gidll f£3n é‘h@“ b§o c
thuzZc nghi ngVY Llac b8oTZm®o slI="- bEd2e@ot Hu=ZE1lac r
(1,2 thu=Zc/1 b8o c8§o0) .t h@fr Lt"hnuh=cv "ngthliacn gT¥r ugnCgy t ©

10|Byn tin Cynits=g2§c dl ac |
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gia phyn hii cho c8&8n bEoyc86 Whdiiy nb&d cg8a nghi
b8o c8o0o trong ntm 20168d "t 15908c bcghol yenfgo .t r 3 nh y
C8c b8&8o c8o Llac lu tilano,phszt hMit )hbao gMNm
Byng 1: Ph©n |l oHi b8o c¢c8o ADR v' v~ tr2z L a IT,
SZ b8&8o c8§du | < %
(n=9467)
V° tr2 L Te@yl Blsc BX 356 3,8
ntng Blsc BX 1113 11,8
nfMng b¥ng stng HIMNng 2169 22,9
Blsc Trung BX 706 7,5
Nam Trung BX 1378 14,6
ntng Nam BX 2428 25,6
nfMng b¥ng stn CAu Lonipl7 13,9
Tuy"n Trung }1ng 1114 11,8
TAnh/th"nh phZ troc th49&kc trund24 1 ng
Quten/ huy<n 2554 27,0
Cy s¢ y t" ng”"nh 215 2,3
B<nh vi<n tro thuXc c8@ trlVYngl2lHi hKc
Cy sé¢ kh&m chva b<nh t5ll1nh©n 5,4
Lowi h3nma khoa 5988 63,3
Chuyén khoa 3479 36,7
Byxng 2: Danh s8ch 10 tAnh/th"nh phZ=Z gAi b§o
STT TAnh/th"nh pSh= b8o c§&= b8o c8&o0o/Tu | < %
1 tri<u dOonrn=9467)
1 TP. HM Ch?2 Mi n h2008 246,5 21,2
2 H™ NXi 1360 188,5 14,4
3 n~ Nhng 439 426,7 4,6
4 An Giang 369 171,0 3,9
5 CSn Thy 357 286,1 3,8
6 Quyng Ninh 351 289,8 3,7
7 Khénh Hoa 320 265,5 3.4
8 Thai Nguyén 250 210,0 2,6
9 Ngh< An 238 77,7 25
10 Blsc Giang 226 137,7 2,4
* Don s= t2?nh theo s= | i<u cega T2Zng cyc Th=n,
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Trung t©m DI & ADR Qu=c gi a

Byxng 3: Danh s8ch 11 c¢c1 s¢ kh&8m, chva b<nh gA\

STT nyn v° gAi b8o d2eh/th"nh $&F=Zb8§o0o Tuv | < (%)
cao (n=9467)
1 B<nh vi<n PhHm NgKc TPhudHiM Ch?2 M5nh 4,8
2 B<nh vi<n Ti Dz TP. HNO Ch?2 M32nh 25
3 B<nh vi<n PhZi Trung MH’'ndNNXi 184 1,9
4 B<nh vi<n BHch Mai H” NXi 181 1,9
5 B<nh vi<n NhOn DOGn GiPa M#HTInIiCh?2 NI35n h 1,4
6 B<nh vi<n na khoa n" mWhnNhng 120 1,3
7 B<nh vi<n Da Li?u THP.HRNOCICHh?2 MiNh3m h 1,2
8 B<nh vi<n B<nh Nhi <TPpQHN Ch?2 Nilnh 1,2
9 Vi <n S Xysinh t@ihg - Con H" N Xi 111 1,2

tr*¥ng Trung l1ng

10 B<nh vi<n-NRhy nSymMhng n” Nhng 108 11

11 B<nh vi<n Lao v’" B<nhN¢@mZi ANgh <l08An 11

Byng 4: Danh s8ch 10 thu=Zc nghi ngY g©y ADR L

STT HoHt chdt S=Z | lang Tuv | < %
(n=9385)

1 Cefotaxim 1141 12,2
2 Ceftriaxon 525 5,6
3 Ceftazidim 512 55
4 Diclofenac 460 49
5 Ciprofloxacin 410 4.4
6 Ethambutol 391 4,2
7 Rifampicin/isoniazid/pyrazinamid 327 35
8 Amoxicilin/acid clavulanic 322 3,4
9 Cefuroxim 257 2,7
10 Levofloxacin 247 2,6

B Duoc si

BBacsi-y sl

= Bicu dudng - nit ho sinh
m Khiac

B Khéngco théngtin

H3nh 3: C8n bX y t" gAi b8o c8o ADR

12 |Byn tin Cynits=g2§c dl ac |
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l'l. BCO CCO ADR T6 CGChwmIoN o/Ni SgN quan quxn |T
XULT, KINH DOANH DJ{OC BPH&Mh"t ng~y 15/12/2016, i

Trong ntm 2016, 33 Iil"[(h g i slun 0><8uq‘:1 vin, trc
kinh doanh dlac phdgm LL gl-)\lyacbgcoyccg%UXAWDFi| D1 ac
Lyn | ¥, 46 Lyin v~ s>|n uLt “C 8| 8 N d(Pe?(nhy t b

dloac phdm L« gAi bsgo c§h “tQZntgl M9 ' Op f Py h nh ¢
v® 2 Lin v L« gAi thif USu@nfgungdgpn tVh's nCqU MG n¢ &P th?
an to” nv't hurZeng t ©om DIt RUSADRC K& hont chdt myco
gia v' Trung t©m DI & N@hckﬁf'\pocmy'lelﬁphl-?rpodh'zc'

Minh. IV. K" T LUY{N

TZng s= b8o c8o ADR x)Tyr onag tmtim V2 &t6 ,Nasn= | 1 ang
L« Llac c8&c Lin v~ sHM axudrungi n®m divlandh ADR Qu
dlac phdim ghi nhtn |~ tl1&w 8DI(t& oAQRLkhwe - v868 TP.
b8o c¢c8o0o tr%ng vQi b8onhtw®ot tmg cl88, 5@4 se€év Qi nktr
k hg§m, chva b<nh), ttng8dl1wsB % hl@G8cl NMalg" L' u gi va

phdm Lang Llac | 1u h khutuwdm vt'h"c8tcrtYirydg n b<nh
LYac b&8o c¢c8o0 nhi’ u nhdt8cl b8§dumrgod ADR tcKagmti " p

ph©n m"ng byng (13, 9%)h) ni mavtai,nilbi ¢( 8hi0&Y , t HI L
bevacizumab (7,5%), losartan (7,5%). chla tham gia b8o c8o ADR
S= bso c8o0o ADR xyy raltnthnlg=icste? ogdhjCp? nh than
cnu | ©m s“ng |~ 85. 'I"roncggnLt'"|%§Eycthth'§ct huy |
LYl ac ghi nhtsn nhi’ u ™y etrong s¢GhpripgF LaAm b

n-i chung v~ hoHt LXng th

amlodipin (32 bao cao), cetuximab (10 bao
cao), bedaquilin (09 bao cao) va capecitabin
(8 bao cao).

ADR n- i ri °ng. B°n cHnh v
cea c¢c8c thu=Zc Llac sA dy1

. . kh§n|% Sinh, thu=c Li’u tr
[ I CCC TRJI NG HuPLIglddz hﬁ'gg‘lt, ch=ng vi°m) v
n

QUAN n" N AN TOEéN THUNChHI thing thl¥Yng (d- nng

Trong ntm 2016, TrunghytnOny <Dis=& APRNn v<), c8§n
Qu=c gia L« giyi quy"tridbgtbBdnggbdaphxmdipng c -
bao gMfMm 67 trlYng hop mlhBolLt&e ARRdAkMhGN tHi Ln
phyn hnfi cho Lin v™ ghinHib@Qicg&nl ADBRl ac §Bi nhten
trl¥Yng hap cing vin cuwung heudp ctchnt nxy®tt i nghvi <m cter
an to"n thu=Zc cho <c¢1 qtuhathm adu nc hinfc meaangBX hYy°n b

t " Trong“c§c trlV¥Yng haphBﬁa ¢ 5% DAR K h R Qu=c
c. 46 triV¥ng hap tA vepgndTcfh cRUYE RGP tsc o
c8o (thtng tin v’ c8c §chub){ )p§to.. L§<9 tArP m gia
S Sl nhet thiV¥ng m)f)lllﬂé '?nufﬁ"tf t%/'?:/\nhtsn L:
http: //canhglacduoc.or >.vp}|,nSoQﬂalsoiplg<qudu>1 P
ctlng t8c phyn hni khd3nD§ho c8 nhon, L1 n

gAi bg8§o c8o ADR, Trung t©m DI &ADR Qu=c

gia czng ctp nhtt c¢c8c thtng tin v an to"n
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§IOM TIN CYNH GI .C DiC

Dlytng Kh8nh Linh, Nguy?®?”n T¥%ng !
Nguy?n Th”™ Tuy"n, Nguy?n

4 thuZc LZi quang tit nhGAi gMGwY i Al umuy "t kh=i k
Khuy"n c8§8o tHm nging |VthuRcnhr8nh thai ph=i hoap

Trong cuXc hX®P/ 3Wgoyl708gsy 21/12/2016, C1 quan
ban n&8nh gi§ Nguy c1trcynfic o(iTs&A) Dt héng b8o L«
(PRAC) thuXc Cy quan @Q@&pm VI Dgdy pFRAEmhuy "t kh:
ch©u Au (EMA) L« khuy"@&YRGothHmCngrighithai ph=i
hanh  (suspension of the markeng UY=ng (CHC) chna ethinyloe
aut horisations) 4 t huZPEOgeHeron. quang t1 nh-m
gadolinium v® c. b¥ng ch8@dkKuy " M™Xtcdd adW2znh L1
nhM gadolinium | kng LKpngo tgrrpnig n«o sau khi

sA dyng thu=Zc. C8c <ch phtgm L1Yn ty'"tmkrﬂzi tknh
PRAC I o nnga(:ldbgad:obemgl'lm - .

- . h3n chung hi m gl p, k ho»
gadodiamid, acid gadopentetic va 10. 000 h my i nEm
gadoversetamid, LYac tii°m chg % nY\ nhon _'

L’ tktng clV¥Yng h3nh »ynh KPPacIﬁVﬁncX‘Ng|hl<éJnd“<n c
tt ( MRI) . khz=i t knh mH c h ttng I °n

. huz=
PRAC L« t3m thdy angp r]ensgt etrh0 y"ct pthrong thu=c

v’ vi<c t2ch lzy gadolirﬁ\hgdirﬁ EtoRYYnkokhhxinhl Xng
nhon tt nhvng nghi°n cHUorBOol ¢evhgut tdd t(jhreart a
gadolinium trong m* n«b’ 0" KRhvAd ¢%»Ag €ERgthu=c
cl¥ng LX t2n hi<u tr°eAh@®GHMy G4 Pc hylph MRI khtng
sau nhi’u thsng k> ti1 ¢lemng xclgnghdpuse &bhIic bi
cing.C§c ctng ty dlac I1§iP&Nhgyutalhaiveh cnguy c1 n'y
guy'n ki"n ngh” PRAC xkmIixekXngimegh Kkhnug h°n th

Céonéy_ h Yt t hu=c v " b ®o ph3 .
D% chla c¢c- tri<u chnngTYho-ﬁhcl_“tQ<ﬁH“_an sAn phdr
LYac ph8&t hi<n |I° ¢ mzh*Ng hi M<ctPBECYCHO trREIYI

l zy gadolinium trong ni8nhpRrialcaiysphgl " papwd? Yng
vdn L’ rdt thtn trKng,C8lpP nhgf v wPg ydwel hay "t
v’ ynh hléng 1 ou d"i EtBANGaloNihPum RPokg nhdt
nNn«o vin c.,n hun ch". V§XRh®EmMch | zy gadolinium

trong c¢c8c mt? v’ c g uanggcknh 8rcoyc - EIMA° mzthgyan hoc h
L"n mXt s=Z t&c dyng khé;qg mong- ynu\;n hy & mMra c8gc k
gl p nhl ban da &skihnapl

c
(0]
w_
1l
<
=
=3

h = 0 - h [t] h” syn xudt thuZ=
ooy - e b T e TEE LS TELS Cn S ERE e g
ibrosis) - mXt n nghi tsrx,nngphtdgm "M“nh cho e
b<nh nh®©n suy thtn. Tuy nhi °n, c_hlat c
hi o | © SA d%n% thhu:c hr n s)yn ph
ngdll'n 'cr]u Ctg?h, m© SL’%%g ti"pc toyclth¥n vi <c vQ
gadol b nium c¢- 9%y pH%cCEO 8%8 A'htet nguy c¢1 n
Tuy acid gadopentetic Nt'u_ymct1krhhuymkt'cn<h%i c. Kk h
khuy"n c¢c8o0o tHm ding | },u % nh, nhln% mXé \ N
€ c¢c8c¢c phy nv €. C38c y"u t=
dHng <ch" phdm kh8c cea acid gadopentetic
ti°m troc ti"p v' o khQp Vsnnr3dcty¥¥iu- h"nh v
nfling LX gadolinium Llac-HwhuXhugtyi ph-ng
rdt 4thhddop hi1in khoyng ZOO_thAn S0 thQE'| CC§lC2thx tre°n

. S
ch" phdm Ll1Yng ti°m tknh mHch.
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- C- di truy’ n hoJ'c tnb;icc pbhypini t ki©wy n h
hl Qng milsc b<nh v’ d‘h— gb (o 29 Mygn sau phi
kh§ng protein C ho“t k%Bﬂg(@ﬁﬂf of ﬁ‘a{y yLlYng d”i

t=Z V Leiden).

) -C:- mXt holc y'u t=
-C- ti’'n sA v’ huy"tnlé,lib;lc{rﬂ[]g..g”@hLBnh
Thing tin d"nh cho c§n bX y t":
N"u b8c sk Lang xem x®t k° Lin thu=Zc tr8&8nh th

Lang sA dyng thu=c tr8nh thai ph=i hap, c¢c&n Lym
LYac cung cdp trong byn tin n"y. nic bi<t |~ nls
guan L"n nguy c¢c1 r =i | oHn huy"t khZ=Zi tlc mHch 1|
Gi 80 dyc b<nh nhon v’ c8c ddu hi<u v tri<u ct
mHch v° hlQng dtn b<nh nh®©n |li°n h< troc ti"p v
trKng hyn hoic xudt hi<n c¢c8c t3nh trHng holc ng
dyng ngay | tp tnc thu=Zc tr8nh thai phz=i hap nga
trong L- trong thyYi gian sA dyng thuz=c.
C8c ch=Zng cha L~ nh | i °n nguiant L8 o EBY¥ng =i Qi c8
l oHn huy"t khZi tlsc mHmthctb am8§ w.Mm:
1. So c- mit hoic c- ng Ul na htulyd y° 8 pt Isé¢ ng .
huy"t kh=Zi tknh much (VTLTER=z; | oHN Iipid m§u ni n
-nang mkc VTE (Lang RKs@¢pd*is:hfu dyng ti t
ch=ng L'ng) hol c c- t'cena SA Uyt kh:i t knh
mHch s©u hoic thuy°n tlkc mHch phZXZi, hol c
r=i loHn huy"t kh=i khgé\"xt s llang | Qn phy nv

_ _ nhi’>m vQi c¢c8c thu=Zc
-C- di truy’'n holc E‘FEroolth"(N"shAqur)htl thsng |
hl Qng huy"t kh=i tknhC m"hquhan 'bﬂ&n Ihﬁn%lac phd3m

protein C howmHt LXng (Lbaonh%lgm”gl'; chs=
Leiden), thi"u antlthr(orrhbllnlderoftém'

ng cha L"n

UkBfBhFbLIE

C v® thi"u hyt protein,-S.cy as5pirin ti th&ng th
-nHi phtu thutt vQi b&tYi kgi amYbdtgi AX¥ngr™ L1 Yn
kéo dai. thu=c. C8§c thu=Zc n"y c¢- tl

-C- nguy c1 cao mlsc GRe dhalondi,  yngay cx khi

i

cea nhi’u y"u t= nguy leh u duy nhdt, VQ' UL
) ) v’ tim phZXi C - goy tA

2. So c¢c- mit holc c-ppguy,; £l élhuyi"ﬁlhtlsc

huy"t khZi LXng much (ATE): '

NSAI D Llac sA dyng tron
hhgMb&hnAlE (Y7 ¢ bi<t
t LR GERER G ONG o by (kth)
2y tti'hds‘:tc _nligloacc rbCHJ phgt
g U thyin'gd cM8Y 5 iy

-nang mlsc ATE hoic C i
dy nhTli m8u c¢c1 tim holS
traung b8o trlQc (v?z dy
c1n thi"u m8u tho8ng d

thoang qua). n LSu cea

. , _ C8§c i <u ba
e L truy'n holc mpkg ¢ rh)ptuyéﬂg Ilang I Qn
hl Qng ATE, vz dy thgvrPs%mq_clya oN nu le NSAI D
khsng th' khsng phosphpd gl phnwéwpqa. T, mic
khg&8ng cardiolipin v~ kr{1§wg|L ﬁ\ﬁtlé"ﬁuﬁé chA L°nh
-Ti’n sA Lau nAa LCu ro» ta®mongtrihdwmgchimgcea thu

thtn kinh cyc bX. Do vy, ANSML Eik wQiscphwi
-Nguy c¢c1 cao mlsc ATEcdothai hhanguYiy"uhon v~ <c§:
t=Z nguy ¢ hoi c «c- mX¥t8c yNSAILE Mguyh=mg cha L~
nghi°m trKng nhl: thn 6 cegea thai k1 (khoy)yng

3':79_
-Qc<
O ‘<—
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k hi h"t kinh nguy<t). ChMma LcxXh A2 (L "Hh"ht ns'nyc 8§phten
dyng v Qi mK i | OHI NSAIxDe kbhaio cghflnma ccy ds kiir'inn ce a
acid acetylsalicylic),_plr?@ thed. Ly
htng c¢n L1 n (OTC), vé)_i pdgi ky &(QQX
i n v’ LI Yng d¥%ng n" qgc€a thuzc (L
g, LYYng ti°m hay ngo’i da) . nic
ng cha L™ nh s A dyng ¢ .
ecoxib v~ etoricoxitb
ng cha L nh n"vy do'a
°m trKng <cega NSAI
nhi v’® trs s\ siH
c tit th8&8ng thn 6
thlying thtn v~ ti
, thtem ch?2z g®©y t A
tr¥ s1 sinh.

C¢n ¢c- hl1Qng dtn cy th’ v’ c8gc |
thay th" d%ng thuZc v’ TER @g °den
trong ting giai LoHn c 1a

QO

ST "t~ 0000 CcQax—~

O oMITTQ T O T I

< S cCc® > Hu TS
= =

[e BN}

C¢tn lutn lu*n c)ynh g.i 8c
dyng NSAID ¢ phy nv c- tha
nhHy c¢cym tr°n (bdt k; d.” ckhoo ILC1§nC hap- toh
tr”). ANSM czng |3}u T &N §u”yh ng'tghllrf*d dydt

d

c8c Li"u tr~ b¥ng thuZzg 4n- SRCQHH% ng Yh
C - thai . nic bi<t, cho L"n thg8ng thn 5 csf[a

thai ki, NSAID cha LlacP¥dR 8yff SR Ny e } ,
cCn thi"t, vQi 1i'u tifPP rFchf_“ ANSMyin iy Ny -k«
trong kho)yng thyYi gi antraﬁggv\ﬁgthhttqq//ﬁaal'}glacduocorgvn

ANSM: Ctp nhtt danh m\</acI p(f?;ocattﬂﬁt_f:' v ’dtsn chdt

tr°n h< th¢n kinh trun%l\fT% Ql-tht'rﬁn\ﬁ nguy ¢

h1éng L"n khy ntng vitn thnh”9m§yy thi£3/ 2017, ANSM
. sung h°m nh«n d&8n c¢cx3xnh b

THI Ph§gp, danh myc cg8y dtyhnug—cc§t§ct h%y'%gchn val

tr°n th&n kinh trung lamdgng it"Haidu@mn Lgag ﬂpg_o b 3

sung th°m nh«n cynh b8WXil «dulnlgadcc ymtap brghtet

theo vitn b)yn ng"y 13/3/2017 v~ LlYac clna

b= ch2nh thnec ng’y 18/1 VALPROAT* + THAI NGHEN

Vi<c sA dyng mXt s= = NGUY HI M

thay LZi khy nktng , 4%

¢ tal EHn .g©y tA von Khtng sA dyng thchS)bho (
ng thu=c v™ mXt nda | gi9j ¢ tyusi thi"u fi°n, t
L-w nguy”®n nh.©n Ll_a'sxn hoic phy nv c¢c- thai,
b¥ng benzodiazepin gt pui vQi c&c bi<n ph:

mr—~n oo
FETS NN< o =T

ac sA dyng tr°n 11 tr+ ~a g+ v e qu—v—gi a

y . Do L -, c8c nh«n Ttyhhn becsho” whyfsm 8hha val pre
mnc LX nguy c¢c1 kh8c nhau cega c¢c8c thu=c L«
LYac &p dyng tr°n bao bANSMncamm@ggmnhilsc nkwmi khuy"

r
2008 L’ thtng tin L"n bo<<inhh Mm@ MA3I/22017)cvgn ®&XC bi <t
y t". ph8p giym thi > u nguy c¢c1 kh

VQi mYi hout <chdt c-trli",bnwnﬂgéacn?%c%g;:k% Xn yt
hi <u theo ting mnec ILXCIthucnx§c'|i"cnhC rCx ntl}z) y
theo mnc LX nguy c1 v"nrt]%tsR<PP Hé‘©n’ b e bt

cl¥Yng gigm s8t sA dyng thu

-Mnc LX 1: Thtn trKng: Khing | §i xe khi
chla LKc kx hl1Qng dtsn sA dyng
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