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],3AM[V$",TrN 2{}
T'hudc nity chi (irng tlteo do'n thudc

'f:|A xa ffim tay trd em

fipc ki htrrSng dlin srh tfi,utg trw6'c klti di.ntg
'l'hdn4; hdo ngay cho bde sT hrtdc du:p'c sT nhitmg tdc &1ng

Irkhng *i*1y *r,On 514tp plttii klti sri: cl4ng tlntdc

l"']l'HANE{ fl}X{,1LN, }{AIVi Luq$FIG Cfi,/.LT'ellI{Jq}C: kr6i viiin ndn ed chrl'a:

- fhdnh phAn duqc chdt: Ebastin 20 rng
- ThAnI phfin t* eluqr: Calci hyclrophosphat clihydrat, ]rlatri starch glycolat,l'}VP I{30, Aerosil,'I'alc,
lVlagnesi st*arat, ,1taafic acid powilervr'ra dri I vi*n.
2. $&FIG BA{) CEffit:
^ Vi4n ndn"

- kIO 1A vi0n: Vi6n ndn miu trflng, hinh tr&n, cti va.c:h cttia ,t gifi:a.

3. #44'n'iruxs pUSa LVc FIQC:
- Ebastin ln ilru6* i.t *rrg"histariiin me fre 2, khi cliuydn h6a cho chdt chuyAn hda con hoat tinh
carobastin" Nhfing nghif;n cun in vitro vfr iu vivo clio thAy Ebastin cS t*e dpng le"hdng histarnin vi
ch6ng ilj ring..libastin lA thr.r6c rlfii klrfrng i!' lhr,r ih,* histamin H1, l6c rlpug rldi vd khOiili gAy arr thfiri"

trQn in vivr: irr5l hnp uu ti0n vdo rfc thi: th6 llr cr ngr:4i biCIn. {li tie elqng lih*r:g histattiiti, ch6ng d!

wng ri ngrriri tiuh irguyQn khoe man.h vir <! bgnh nhfrn cii irrtg, ngoAi ltr cdir trao v$ chilng rr: tli6t f:h6

qu*n clo histamin o ngLiiri hen. Cfing thilv tturdc clri thiQn rt r'$t tri0u ctrinig (r trQnh nl,CIn bf vi6m rniii !

,ii t ngtheo nLra tro{Jquanh nAm hopc bi rni,3, flay tp ph6t rir4n rinh, HAu het circ chfu d6i kh{ng }11

n Oi ib,, klidng tich lfiy trong rnO khi ciung ti6n tiCp vA *6 t6" clprrg cdn l4i sau gAn 3 ngdy sau khi

diAu h'i nghn ngdy. Khi dilng cl0u hing ngdy, lch6ng g6y clueir thu6e rilianh holc khOng bi m$t tire:

clpng phong bti thg thd Hr ngoqi bi0n.
4" e6a T'lN{-s e{"IQa &E}NG E{rp{):

Itap thu vd phdn bi|:

- ,$au lehi u6ng etrastine hflp thu r*ralh vi gliu nhrt hoirt toAn qua dumg ti6u hda. Ebastin <1tr:ge

chuyAn hoa 6 gan b&i enzyin CYP3A4 g$n nhu hodn toin ra ahc axitho4t tir*r dueTr: [1[ llr caret:astine.

- Li6ng nrgt li*u cluy r:hAt 10 mg, ning r1g rlinh lrong huyi5t tucvng eta carebastine x*y ra 6 2,6 ddn 4'

gi0 vd. d4t mtr*ttr 80 d6n 100 ng / mL.
- Thu6e eit th| di qua nhau thai, sria mq vi etrastine vd ealelrastine giin kdt vOi protein huy6t tuong >

95%, rii'

Cluydn hda.vd. thdi trir:
- 't'lrrri giari b6rr thAi erha.oarcbastine hhoring 15-lS gib', 66% thu(ic drrgc bii tiiSt trong nudc ti(lu ehir

y6u 1A cdc chfu chuy6n hoa li6n hop.

- O nh'ftng bQnh nhAn cao tudi, cder th0ng sA rlirgc ctsng h<2c: kh0ng thay dOi tl6ng k6.

- 0 b$nh nh0n sr-r}, th0n tlicri gian bfn th*i earebastine tHng ldn'23-25 gi0 vd b$nh nh*irr suv gan ddrr

2'7 gid. Tuy nhiBn, nAng d$ crla llru0e klri elfrng liAu lmOng l0 mg I ngay khdng vuoliqu6 ngu0ng ctiAu

tli,

:'#ffiXflHiiling (theo mira hr.rqier Etar*rnirm), cd iro4r ttrong rem vi6m.l*ct ni4.e r)i irng.

- Niii mA day vi) *[r m+n t.fnh.



s, cAcH{ mUivru * [,$xiu muromr
Br.A ;.r s.
vrqDr[ p]u! $8,}}$[E:

tnV{i fiAu 10 m$"'m$i nga.y m$t lln, ebasline ed hi$u clr& trong viQ* ldm gifrrn cAc tri{u ehirng viiin:r

,liltii ai'ffil,q,nhth6jifqnh nhrin c6 c6c lriQu chLmg n6lhi6m trgrrg hon, trai: g0m vi6m miii cl! irng l*u

l[,nfn,r]rliriu d*11,.r$atli.O mg m6i ngdy rngt lAn cd thd mang lai lc,/i ich l6n hryn.
:.\pqntr iihnrl ,il6id.zif l0-20 nis/ngdy (hly mric dQ niing rihq).

- nqn4,*er1 p,rty.gitun ch*c nflng thfrn: I*0ng eAri di$u chinh IiCIu n6u thoi gliarr sfi'rlqng ld16ng quf 5
\ 

"r 
l'rtr

ngay.

^ B$nh nh6n suy giirm chir:c nf,ng gnr: 0 nliiirrg bgrh nir0n sr-ry gi6m chirc n$ng gan miro dQ r*ig clsn

vtra, lrh0ng ein cliAr:r ehinh li0u nCIu thoi gkrn str c[rng leti0rig c1t*1 ngiry"
= Li0u cho nguli 16u ld 10 mg m6i rgily m$i lAn. Ebastine c6 flrA duoc udng ciurg ho{c kh0ng cd

thiro 6n.

- O nhftng bQrh nli0n bi suy gan, suy thfln nhe hog.c trLrng binh, kh6ng n0n vuqt qu6 tAu hdng ngdy
1A 10 rng.

7" Ctd(lrq'c cndfr &{NH:
- QuA mIn v6i thdntiphAn thu6c.
- Suy gan n{.ng.
s. aANx{ maqp vA rffi&}{ TRqNG Kra{ r}{Jt\G'{'HruJ6c:
- H$i eh6rrg QT' drii, hir krili m6u, ilang diAur tri vdi thuiie lAm tXng QT hofo trc ahd hg thdng errzyrrl

CYP3A4 (nhbnr azol, nh6m maorolid).
- Suy gan nhq t*i r.ua" fiuy thflu.
.','l're nh* htyn 12 tudi.

9" SLr $VNG Tffi{J$C CX{ff PHV NEI C0 T'S[4.{ VA C{"{0 CON EU: =11',\,,
- IftOng dfing cho ngttrli rnang thai vA nu6i con trfi. CtLi ttDng ktri lqi fcli cho mq vugt hhr nguy r '/\i:)\
10. ANE{ E{UCING c0a rg{uCIa LEh{ l<llA mauc uAl xn, vAN F{.aNI{ M.av MCIe:- ,, 

"\'"1

- I{hi ph6i hqp vdi thuOe khdng histan:in th6 hC 1, thl edc t6c clgng gi6ng quiniclin trdn 116 cl1tttruypd'i.'1,
rr tint vd c6c tucrng tric c6 y nghia l0nr sfrng sE lfing I0n, ar:h huo'ng ttCIn clqi al toa.rt cira thu6c. TUi'
clqng giilng lo4unhlp r:6 thO gflp $o vrli thu6o khdng histarnin H1 kh6rrg gfiy an thAn. Dirng dOng thli

rz.'rAc mqrruG r<xrONG n,sfrF{G rv{u6m c(ra s'ruru6c;
- Thu0ng gdp: nhuc cl}u, kh6 miQng vA budn ngfi. \,.,t

- Hi6m ldri: dat b1mg, hn ch$m ti0u, mQt m6i, vi6m hgng, chAy mfrir ceun, vi0m mfii, vi6m xoang,
buiin nOn vi m6t ngfr.

Tlahxag $io v{t bde-s{ ctic tric dr.uag k$6wg n4otng wawdre g$i} pkiti kki ttiawg tfuradc.

i3. QIJA X,trfi,{J V,& CACg,fl Xffs',m,t;
- I(hdng e6 d6u hiQu lio(lc tliQu ch{ung r:6 1i nghia ldnr s.ing nAo tluEo quan sdt trong cdc ng}ri0n e(ru

fiAu cao I6n cl6n 100 rng m6i ngiy mQt lfil .

- I(h0ng ri6 ilr*f,c gidi ciQc el{c higu cho Elrastine. Rira. cla ck\y , theo cl0i efie chrirc n6ng quan trorrg,
bao gArn. blC(i vdr riiBr.r tri trigu ehitrg nCIn ctuc"ic thr,re hir;n nCIil *An thi6t.



:

- Trr:ng tru:&ng hqp vS tinh nu6t ti! i lu*ng qu* li&u K*sline, hiiv thsng b{o *h* bS* si ugay l$ir tir:c

troac li.$n h0 vd'i bQrllr vi$n gAn nhfl.i".
x/9. ql{JY c,&.{:]ls ffi#htfi fiL}[r
- FI0u 03 vi x 10 vi6n nen.

lls' 3?'a$ (,{JA'N, 
d*di 3ooc.- I{oi lihd thg6ng, trdnh rin}r sfng, nhi$t d$

x,6" rn.&N ffi{.lNG:
- 36 th{ng k6 tr} quAv stur rudt.
17" T'nrlu CX{U.AF"k TCC$
trs" ?'fiFr, ffitr.& anttfr cu,& c{$ sid$ sAhl }{{;Ar uH{.I*c;
Nh?r s*n xr:At: COng tv c0 phin D*qc PhAmr ME tli S{Jlq

fiia chir 521 An L,gi, Hod l;qi, BOm C*t, Eirlit Du<xrg.

iliQn tlro6i: 027 4 3 51\9 036 * Fax: 027 4 35?'q 2.97
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