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COXZOTA.6O

o Thudc ndl,cht ditng theo don ihudc

. Dec lry furrnzg din sti d4.tng tw6c bhi dilng. Nilu cdn thAm th6ng tin, xin koi !,ki\n bdc si

hodc dLrsc si.

, Tk6ng bdo cha bd* si nhting td* du*g kh6ng mcng muiirz g$p pkni khi str tlung thu#.

o D€ thudt'xa tdm tay tre em.

o Khhrug dimg thuiSc qud hqn in tr€n hao bi.

t. TSn tkufc: COXZOTA-60

2. Thinh ptoAn c6ng th*c thudc:

Hrt6i Uen nen bao phim chfa:

Haat chiit: Etoricoxib 60 rng

Td dugc:

Polyvinyl pyrrolidon (PYP K30), microuystallin cellulose (direct compressibtre)- anhydrcus

eaiei irydrogen pliosphat (direei *emprcssible), nahi stareh giyealat, magrresi stearat, taie tinh

khi6t, c*l*rr c*at yeii*ra, cxide *f ira* & iadigu carmin, methy'l*ri ci*rid, isopr*pylal*+hcl

$. *4ng b** ek$: i*n *ec ba* phiia

MS ti:: vi€n 16:r bao phim hinle tr*n, m:iu xa*h i6 eA-v, hai rn+t l$i xh5n

4. Chi ftinh:

Etoricoxib dusc chi dinh a'nguoi lcrn vd thanh thi6u ni€n t* 16 tudi trs lCIr dii giam triQu chimg

vi€m xu{rng khsp (OA), r46m kh#p Oang th6p (RA), vi6ru c6t s6ng dinh khdp. vi dau va uic
,(
d6u hiQu vi0rir 1i8n quee d6n r,'i8m kh$p do gut cAp.

Etoriccxib duryc chi diilh s ngrdi lfu v* thanh thi6u ni8n f{i 16 tudi trs l€n C€ *ieu t{ ngin han

cdc con dau r,'ria phii ii0n quan d6n phiu thu$t nha kh*a.

Yi$c k€ don thu6c ric chiS COX-Z chiln lpc phai dua tr*n il6nh gi6 nri ra chung cira tirng bQnh

nhdn.

5. Cr{ch ddng, }i6rr dirng:

Liit, dilnq

Yi nguy ss trCE tira mach cua- ctoris*rib cd t!I* t[ng thco IAu lu-crrrc va thcri cian drug th-ude,

n6n str dung thu(ic trong thiri gian ngln nhAt c6 thii vi v*i il6u hang ngdy thdp nh6t c6 hi$ir

quA. Nhu ciu cria bQnh nhdn vA giam triQu chrmg vi drip img voi diAu fi n€n dugc drinh giri lai

rJintr k_t" dac hi€t rl nhirng b0nh nliiin bi vi0n: xuong kh*p

l 't- irtt t"t t,,tn ,, l.lr , in #iR
ktq
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LiAu khuy6n c:lo 1A 30 mg/t6nlirgiy. Ysi nhirng bgnh nhtu driag 1i6u k€n khsug dir dB giam

triQu chrmg, cd ttr6 tang li6u l6u 60 mgfldn/rgfui. N6ru xem x€t iua chqn didu tri kh;lc n6u kh6ng

thAy hiQu quri di6u trl t5ng 16n khi sii dri&g thudc.

YiAm kh$p rtqng shiip

Li0u khuy6n c6o li 60 mg/iAn lngity. Yoi nhtng b€nh *hin dung lieu ff6n khdng dri d,3 giam

tri$u chimg, cd thd ftug fiAu 16n 90 mgflfu/ngiy. Khi belrh nhen da 6n dinh tr€n l*m sdng, c6

thd gidm liAu xu6ng 60 mg/lflnlngiy. Ndn xem xdt lua ch*n diAu H khic ndu khsng thAy hidu

qua di€u tri tang l6n khi su dsng thu6c.
i ,, ,I'i€m cdt sdngd[nh khdp

LiAu khuyiin c6o ld 60 rngilSdngny Vsi nhfrng bgnh nhf,n dung li6u tr€n khdng du d€ giem

tri$u ckirng, c* thd ta,tg li€u 18n 90 mg#e&lngiy. Khi b$n& fthAG dA 6* di,th fr€n IAm slng, c6

th8 giam 1i6u xudng 60 mgii6n/ag*y. N€n xem xdi lua chcn diAu tri khdc ndu khdag th5-v hi€u

qud di€u tr! t5ng l6a khi su dimg th*6c.

linh trqng d*u ciip rirult

voi eds tinh u'qng dau e6p dnh, ehi n€n srr dgng ctorieerxib cho giai doan trjgu elrrtng e6p tinh.

ViAm bk*p do gtt cdp

LiAu khuydn ciio lii 120 mg/l6n/ngdy. Trong cilc thu nghigm 16m sang AOi r,*l vi*m khfp do

grit c6p, iltng etortcoxib trong vong I ngdy.

ilau sau pk€u tfuuqt nha khaa

LiAu khuy6n c6o li 90 mg[*:rlag*y, dring t6i da fi"cng 3 ng*y, Mgt s6 ber* ah6* r;* r-hi y€u cAu

gi*.m ilau sau ph5u &uflt ichic ng*ii et*ric*xib trong *r*i giaa diAu tl: ba ngay.

Li€u lon hsn li6u ktt*y6a eria dir v# r::5i chi di,:h hcd* eh*a chrmg nlirrh ilusc higu qui ho3*

chua duge nghi€n cuu. Do do
, 'iLi€u cho'un€rn xuong khop ldrdng tluoc qud 60 mgingiy

Li6u cho vi6m khcp &ng thip viviBm c$t sOng dinh khnp khdng duerc qu:i 9S mglngdy.

I-i$u cha gut cdp khdng quii i2C mglngdy, dung tci da h'*ng I ngay.

Li0u cho girirn dau sau phiu thu$t nha khoa khdng ducrc qui 90 mgingiy, dring tei da trong 3

ngdy.

D6i tuo-ng benh nhen dac bi6t

inpdi cao tudi

Khdng can diAu chinh liAu s nguli cao tudi, Th$n tro.ng khi su dung o nguli caa ruiii,

B€nlt nhdn su); gan

ntt kO *Or vui chi dini: n;io. r-'r'nh*ng h*nh ntrrflrr hi roi l*a* chirc ning gan nhe iChiid-Fugh o'

khoang 5-6) ti€u dring kh0ng nd* rrrot qu* i:0 mg,,'I6n,ngdy. o r*rinrg bir:h nhin
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chuc ning gan v&a phai (Child-Pugh khoang 7-S),bitt$ AO; vcri chi dinh nio, liAu diag kh6ng

n8n vuqt qui 30 mg/ldn/ngdy

Kinh nghiQm di6u hi trdn l&n siing cdn han ch6 dac bi€t o nhirng b*nh nh0r bi r6i loan ch*c

ndng gan vua vd 
"an 

ttA" kang kiri dtng thu6e . Khdag s6 kinh nghigrn di8u tri tr6n 15m sang

6 benh nhdn r0i loqn chirc ning gan ndng {Child-Pugh >1Si; do dS, ch6ng chi dill}: a *hfrng

b$nh nh$n ndy,

B€nh nkdn suy iFt$i,t

Kh0ng can di0u chinh ii€u s b€nh nhsa c6 dq thanh thai creatiria > 30 rnl/pIllt. ChSng chi dlnh

sri dutg etoricoxib 0 b€nh nhin cd'dS rhanh thii crearinin < 3S ml/phirt"

Tre em

chong chi di*h su di:ag etcricaxib ry tre erx va thar,k thi6a ai6a cudi ld tudi.

Cdch tl*ne

DunS duong u0ng l*c ddi hoic na. Tdc dgng cira thuiic c6 th6 chailh hon khi usng lir.c ddi.

6. Chiing chi fiinh:

M6n cara vai b6t cir thanh ph6n nac cua thuiic.

Loet da ddy hopc chay miiu tla diy-rugt (GI) hoqt dgng

E€ni nh6n dang dung acid acetylsalicylic hoic ciic NSAID bao gdm ca ciic thudc *c chii COX-

2 {cyclooxygenase-2), bi co that phd quin, vi€m mff.i cAp tinh, polyp mfii, phii rnach thin kinh,

mi; da3, h*{c ptraa img ki6u di ir*g.

Fhu nfi c6 &ai vi cho ccn bri

B0nh nhnn suy gan n{ng {albumia huyiit thar:tr <25 gllho{c di6rn sO Ctrild-pugh >10).

DO thaill thai crealinin thai u*c trnh <30 rnllphirt.

Tre em vir thanJr thi€Lr ni6n duor l5 hrdi.

Children and adolescents under 16 years ofage.

B6nh vi6m ruOt

Suy tim xixrg huy6t NYHA Ii-IY).

E$rlh ilhan tang huy6t 6p co huy6t *p li6* iuc tang tr€n 140i9*mrnHg vd chea du$c ki6m soiit

dAy dri.

B$nh tim thi6u mriu cBc b0, bOnh d0ng mach ngoai bi€n vi/h**c b$nh mach mi{u nfra.

?. Cinh b{* vi th$n trgng khi dtng thudc:
itAnh irusne k€n du$rg titu hoa

Biiin ehrnrg drting ti€u h6a tr€n [thuug, ladt haflc chiy m6u PLrBs)], m$t vii tnr*ng hop ddn

d6n ktit qud ngiri€m keng, di xay ra * nhtng b8nh nhia dus. $ dilu tri bdng etari**xib.
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ilfln t.hiii tr*ng khl riiiu tn cho nhring [r€n]i nhAl: co nguy cs bi bidn chinrg ducrrrg ti€u hoa viri

I'i5AII); nguoi gia. b€nh nhan srr dqing dOng thoi vcri NSAID ho;rc acicl acet-ylsalicylic hoflc

i:8nh nhfur co tiin su'b€rd'r drr*'ng uiu hoa. cliaug lian nhir loet va cha-v mdu Gi.

ilo sLr gia ting lh€rn v€ ngu)' co rac riung khing Rlorrg rr,udn tr€n dutrng ii€u ii6a iiodi durrng

ti*ri hoa hoic c6c bien chiurg duLn:g ti€u h6a kh6c) lehl ,Jung etoricoxii: tlslg rlr*'i l,6i acid

acetvlsaUcyiic ingav ca khi diing 1i*u rh*p). Chua ghi nhAn su khac bitt cldng kB vi su ar toan

trdn Gl gir)'a cdc tliridc uc ctrC CCX-: clion l*c + acid acer-v-.lsalicylic so vdi NSAID -l- acid

aseh,lsalicylic trong cd:c thu nghi€nr larn sarig diLi han

'fic dunq tr*;-r tint rnacli

Ciic tiiti nghi0m lAm sdng ch<l thil'' nirorn thutlc irc clrd clion lcc COX-2 co th6 li€n quan i10u

nr*r:r o.r hii,, .i 1..,.,4f Lk j;; ld+. l.,lr l,r -1.,;\i ...,i,, nn' riru /ndI r ,,; JAt -,,.,r -,1 *l.A ,f I* *i,- r,;ttlu-\ Lu rJiLir LU rru-, LL i\irui iii(aL UiuL iri iitiUi iiialU Ui; Iiili i:iii; \;_i ijiji qrji ,. CU liiC Uii_ti ijtrii iLi

vong. Ngtiy' cs ttal" cri th€ xuAt hi8n srim irong vii nril diu dring thu6c va co rhi ting l€n theo

thili gizur dtrng thu6c.Nguy co lru10t khSr tinr rnach cluoc sirr rrliiin chu -r0u ry liiu cao.

B:ic si c*n dinh gi:i dinh ki srl xuit hrdn cna cAc brtn cd iln: tnacir. nga-y ca ki:i trdnh nhln

kir0ng co c;ie tri0r-r cir&ng tim nrach iruirc d6 Benir niiiu r;iin rluqrc cdnh i:;iu v0 c;i{r rri$u ciirrug

cria i;iti* r,0 ti*i rt:acl: rtst:iint tt cnu i t cA* r!:ir:r idr**r L:*c ::? r:gar, khr .ru;ri irl*ri i;i{ ti'i*u ririitrg

narv.

;ile -p.iiltr tiiieu n-*u.,. cry:-ri3i hii;r i;i*Fri c* hit li:i, ei;: sii' rlung si*fif*)ii:r ft'or:g iirii! xia* *g*i"i

nirit co th€ r,a vrii li0u hang neirS' thip Lririt cr: hi0u qud. NirLr cdu cua benh nlidri vd giarri ri"idu

chung va clip irng vui didu tri ndn duoc drinh gid lai dinh ki" ciAc biet o nhiing hintrr nhin bi

vi0tr xur:tg khop.

Pir:h r--1:i* rn r4c 116:: tA !:.r-,1:r.d.iAi *,*i ,-/ru. hiA- .,i ti*. rnrrl: I^[.ir.a hrrr ?i,rr. l.r,=,At is ri,'.ouLru! rrrr([rr Lt' LdL iLu LL, lit<u"{ Lri trr,r !Lil L{i! Lriaii ru iilll iliaiuii iUIiaiitS iidii. iaiiiB iiUiai LiFi. iiiiiE

iipid md*. benh tiiu <lua"iig. hirt thuic) cfin efrn nhac cir: thin khi qu1.et efinir s,,r durig etoiiciixi[-*

Cdc chAt ir* ch6 cholt loc Ctlx-l kirdng thr-1 thav thd acid ac*tvlsalicyli{ rr or.}{ dieu rri ,Jg p'ihong

ciclrenh thuv*nriclru-vitkh$r rir':r macli elothi6u tic dpngkhfng triu c:iu T)o t1*,kh$rignAn
L t. ^flgung rleu ur ir€u pirii.p khang ti8u ciu.

ll ac durg tltn thfrr"i

Prr:staglandin tl'rdrr co tirc donr nrot r ai rr-o bu trtr tr-ong vi6c du1, lri fucyi mdu ti:6n. I]* dri. trang
1,:cleu kr*n tuot mau than bi t0* thrrang. su dilng etoricoxib c6 th6 li.im gidm su hitrh thante

prostagiadin va" sau d6 iA giant liru luong mdu thin, vii da do liim suy gia*.r chtrc niurg rhiin.

BCnh nhfur cd nguy c(r eao nhAt cua t{c dung nav ld nhring ngrrai co ch#c nf,ng thin bi su-v -v0u

tu il6u, suy tim nrdt hrl ho*c xo gan. Can xem ret theo ciOi chu'c ndng ttrdn o nli*'ng b€nli nhin

ffeii.

Gru rru-oc. trhu ra talrg htrrit iu
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Cring nhu cic thu0c iiiric c* tdc dung *'c chii t0ng hi-rp prostaglariin- tinh tralg u sud'c. plii ,d
tang huy6t ;ip rIf; rlugc quan sdt thiy o nhirng bCInlr nh6n <iting erclicrxiir. TAt ca c;ic ioai thudc

chSng vi*m kh0ng sfer*id |NSAID). bao g0m et*rieorib, c* thd li8n r-1uan tJdn viic khui phat

nidvi iroic i.iii Fhfr suy iir:; xung fuay*i. Cf;n ririr irong u nliG'ng Lr0nir nirll e6 i.i}n sit su3, rim-

roi loan chuc ndng thet ffei hoac t;xig iruylit dp va o nlrimg hBnh nhin b! phri t$ tr$sc vi hir kj,-

11' clo nio khac. Ndu crt hdrrg cliurg lam sang vd tinh trang xAu di o nhfrr:g b$nh nh*n nay. n€ri

th$c h1€n cac bi8r plrrip thich hgp l-rao g*m ngung su ilung etoricr:xilr.

Etoricoxil-r cd Ure li8n quan d0n tang huyit ap thuong ru\,0n vi nghiOnr troirg lrcl mCIt sii

NSA{I} kii;ic va cdc chAt uc ch€ COX-2 chon [ac, dac bi€t ]a o' li6u cao Da d6, c$n kieni soiit

ta*g hu-v6t d.p truri'c khi dilu ft"i Lrang etoricoxib va c$l ilar-: bi€t chir y theo d6i hui,.6t ip irong

kili dl€u rri ba;;g etolrcoril;. Hu;;6t ap n*n duoc tllec ddr {r'cng v;:*g lrai iu*n sa* khi birt dfiu

di€rr ri rri dinh ki sau dri. I'il*u iru_v0t i;: rdng dang ki. neri reui xet e6c bi€n phfp tji*u tri tha,r
':

tlr e.

Tac dung triir.gan

i"5rrg c-nzyrn gan ALT r'#iroac A.f i' ikli*"urg irirn 3 iAn glci iran rr0ni d* giri nh{r s kircjarr.{ i 9,t,

i:€nir nhin tr€n l0ru sang tliOu tri I n*nr voi etoricoxib 30. fi0, gti n:ging;r.

nit kj' b€nh nhfln nao co tri0u ehung va / ho5c dAu hi0u cho th8l,r0i loarr chuc nirg gan" hoic
c-} Lrerh trh6tt tua xet lghi6rr chitc ning gan [i6t thucrrg .xAy ra, cin dugc tleo dili. N€* cdc diu
hi€ri suy gan xirv ra. hoac neu ret nghi*rn chuc nlng gan hit thucmg keo ddi (gip ba lfur gidi

han tr6n cna Lrinh thurmg) dLrgc phat hi6n. n,3n figu.ng su churg *triricoxib

_l'hi-n trong chung

Nei; ircilg qri6 trith diiu tri, bit lqi.' ciiu'c ;raiig nd* cria I'rC th*1g co quair diicic rnfi ta o trc* o
bdnh nirdn xdu di. n€n ilnrc hi6n cdc bipn phrip thich hc-ryl vA rgirng iliAu ri b6ng eroric*xii:.

Cin duv tri su gi{rn s6t thich h-ip vi rnpt 1, ti khl su' clung eron*oxib o ngurx gia r,,a bgnh nhfur

r,ii loan chfrc ning thin, ean hoic tir:l-

Cin thfin r;ong khi irit iiau rii0u rri eiorirrrxiir u b€nir nhin rn&i rrroc. fiinh nh:irr nen dtroc u-ri

riich trtdc klri bit d6u di€u h'i voi etariccxib

Cde phan u:rg ngliidrn trong tt8n da, m0t sd co thd gd3, tu'vollg. bao gdm vidnr da u.oc va1,. [ror

chung Slevens-Johnson s,vndrotne, vd hoai tri thuong bi nhrem dQc da duqc h6o c6o hiSrn xay

ra kli; sir riu*g NSAi?l v'i *r$i -c& thu*c ue cild *l:qrn l*r: Llt).:{-: tr*n5: r-:a* ir;!* ciii irau *rij,
BSnh irhar': dLrar:g *htr eo tlguv il{i ca* *i;A*r dii vr-ii cae phai: {rng nav s*m irr-xrg i1r-l:t rri:rir .1;iu

tri v*'i su khui rtai-i q;ua phin irng xa-v ra trang phin lsn cfe truirng i;o'p tL'*itg tirar:g diu ti*n
r'l

UrL Li [i i

Phan ung qu:1. rnin nghi6rn tl'nng (ulru s0c phan vd vi plitr mach) dd duoc bdo cdo 6 1ihf6g

trs*w,
b0nh nhin dnng etortcoxitr. M6t sd chit uc chd chon loc CtlX-2 co 1i0n quan rI€n vi€c
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ngulr cffphan ungtrdn da ob€nh nhin ccl ti8n su di irng thuoc. NCInugmrg su dung etoricoxib

khi rhSy xudt hi0n lin ilAu ti€n cic tri€u chtnrg phdt ban rla. tOn thtrong ni0nr mac hr:ic bAt kj,

d6u hi0u mir.r cam nio lihiic.

Eioricarib c6 thd cire nrAt dilu iriiu cua s6r vi ciic riiu iri*u viem kiric.
^iCin thiir: trL-rtg khr du*g ddng thrvi etcric*xrb vsi rvaria::i;r hr,rir: tiru*c clitinEr,-liir:g d*trng Li6*g

khdc.

Yi0c su' dung et*ricorib, rrlnt ldr b,ir ki sari pliarri tliu,3c tla.] c{:r t*c ili;ng u* *hf tSng hcp

cycloox-vgenase / prr-)staglalldrn. kh$ng dtrryc khuv6n cao ly nhrtng phu n* dang c6 1, rlitrh *o

thai.

8. Sri elung thulic cho phu nfr cri thai vir cho con hri:

Sri'd*ng thu6c cho pk+ n*'c* thar;

Klidng cd ciir ii6u lanr sane vi vrec phu n'tt co thai sLr dung etoricaxib. Cac nghiin cr'rn tr€n

rl0ng vti cho th63, d$c tinh sinlt sdrr. Nguy co rtii ro lr€n phu nir cd ti:ai ghua 16. Etoricoxb,
:,

cing niru cdc thuoc irc clrC ldng hq? prostagladin. co thB g:iy ra do ar cung va dong dng rldng

ur4eh sunr uong ba ririing cu6i iirai kj,. Cir6ng oiri tiinir sir dr;ng ercricurib o phu nii c6 thai.
.,iN*u phrL nii niang thai rrong quf trinh rh€u trj, uan ngung sri rliing etorici:xi!-r.

Stk dung thuiic cho phu nt-r eho csn bd:

t--hua ro storicoxih co aluo-c tidt viit-r sri'a nguo'i iray klrdng. Eroricorib rlrrgc ti6t vao s&a cua

*l-:riii d*:i= eJ:., sr,i: i-=il FIri: r:ir *s* ,ii::rrg r:ir:ri*ixi* iiiiil::g i.lUl,yr eili: ,-:*rr L::!.

9. jt;tEr i:er*::g,:i:a t'r:a:rie i€r, kE:* xf*g i:ii x*, v*m ft:lsrEi raa*-v cx6*:

Th*'3* g*,:, r=' r-;-c iic ii-Lrr-lg i.:i;+;:* ilr+i?g :iiir,.jii iriirr ci.tiin* tlrat^ L*i;l; i1g*... ri6l; *in ihi;t i.ril:l=
; 1,, 1.1; .;.. L.,,,!.
i\{!r tL:. .rL r11 liiii t:,-iiii iII(i_i irrlrt

l{}" Tlrr*rg ffc, tu'oxg ky rira thude:

'i'ugne ta{-: dEq* i$c hc-,c

,, i t !
{ tl;- l}lti{.tL' L;ii}Jl.< t.it)tt! ltltilr Lll{tr!i:.: i!rti!,,:

?r$n ca* i;6ni; nhin da in dj*ir x*i didu tn bang -rlarizuir.:,jai h*n, su iiang eroi'ic,,rrib 120

*rglngiv li0n quan din r,'iec ting klioang 13% d6i vo'i Chi sd binlr thuols hoa qri6c td (INR)

thr:i gian plcthrombin. IJo d6, bQnlr nl.rin dang dung thudc ch6ng dting mau duo'ng u0ng cin

kidm soit chat che Chi s6 binh tir*ong h6a qu6c te ([NR) thoi gian protluombin. dac bi€r trong
, -i .-...:

nhu'ng nga3- cldu tiin su ctung etarieoxrb lroac kiri thay ddi liAu atcricoxlb.

(ltic t'hu\c lui tiiu, *^r: thi -4t.:ii t,it ctir: thrtit dAl khtwg Attgirstensiri ll
Cac NSAID cc dle giAm t6c rlung *ua c*c tirufic lqi ti*u vi cic tlru6c ch6ng tarrg huydt dp khdc.

"+ " ,1,^,r l '-/\. rn h i*1, nl.^- ^^ rhr'rn r:4r::r r!r,1,, Li tAr. thrr,.+ j, l,,hi!,.., 1.,,,, 1..",,,1" ,,LA,. ,,.Ar ,,,.."^ l,^,i^\ / rrtur JU uLrIr rirrtur LU LtluL aidi= ur.iii ut iurr trirtiJr!5 l Liiclirg iiiiit. uuiiii iiiiiiii iiriit iliiit(_ ii(iaL

ilguCIi cao tu0i cr5 chirc nang thAn bi tOn thuong). su dung d0ng thor ruot thufic uc chB ACn

hnac thuOc ddi khfng Algir:tensin il va ciic thudc uc ctr€ cycil'r-oxvgenase co th8 din
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chuc nSng thfn nhiAu hon, bao gflm ci suy than c6p tirih, thulng c6 th€ h$i phuc. Nhtng fuong

tfc niy cen d*gc c6n nh$c o benh nhiu su dpng etoricoxib cl6ng thbi voi c*c thudc uc ch6 ACp

hodc c6c thudc d6i Hrang angiotensia II. Do d6, su k€t hqp niy c$n thfn tro. ng, dac biqt o ngubi

cao iudi. B€nh nh€n n€n duqe bi m:rls diy du vdtheo ddi ehuc ndug ihdn t<hi bit d** k$t hryp

thu$c vd dinh kj, sau d6.

A c i d * c e t t- I s a { i cyt t i c

Trong mdt nghiBn cuu tr€n nhimg uguo"i tinh ngu;r€n khoe manh, li$u etoricaxib 120

mgll6nArgdy kh6ng dnh hunng d€n $c dung ch0ng ti(lu ciu cr.ia acid a*etylsaticylic (81

mg,4A:r/ngiy). Etoriccxib cd th€ sir duag ddng thai voi acid acetylsalicylie s li*u s* dpng eho

du phong bidn cO tirn mach llidu acid acerylsalic5,iic thdp). tuy nhi6ri, su dgng d6ng droi lrdu

thAp aoid ace{,'lsalicylic vni e*ori**x!b efrag c* *.hA 6ia r5ng fy 1€ lcet duirg ti$:: h+a h*& cdc

biiin c6 kh*c so vni vi$c dring etci*cxib mdt minh. Su dr,rag d6ng thm etoricoxib vSi li€u acid

acetylsalicylic cao hsn hdu du phing bjdn cd tim m4ch hr*e v*i c*c NSAID khfc khdng dugc

Hruy6n cao.

C i c I a sp orin vi; i at:ro i i*tus

Mic du tr.rtnrg t6c riiy chua dugc aghi0n cru v0i'etcrixocib, rihrrirg su dgng d6ng thsi

ciclosporin hc{"c tacrolimus vsi bit lcy NSAID nio sd thtl tang d$c tinh tr6n thin cua ciclosporin

ho{c tacrolimus. N€n theo ddi chuc a*ng th&n },hi etori*axib k6t hqp voi m6t fiong hai thudc

hOn.

Tuons tilc duoc d6ns hoc

Anh huong cua etoricoxib d0i vni droc il6ng hoc cua cfc ftu6c khric

f;rl^;

C6c NSAID girim &ai tr* lithi qua than vi d* dd tang ndng de lithi trong huyrit *rang. Ndu

cih, theo d6i chat ch€ n0ng dd iitlii trong m6u vi dr€u chinh ii$u Hthi ktli sri dwrg kdt hsp v-*

khi ngtug NSAID.

Meiii*lrttxrsi

Har agiri€* cuu S5 d6nir gi* ir:i: bu*erg c*a ercricaxib S*= *il, 12* erg;-t*ai*gay tr*ag ? agi-,v a

h+nir rir6r: d&r:g iiEu meth*trer.*t m*t l5nirufur 7,-< diia 2t) mg di€u tri -,tEm kli<rp dang rhAp

Etcde*xib v*i li€u S* r,* 90 ;ng iirdng *::h huer*g dii*.r**g dg tr*tg mari va d+ thai:fu ih*i qua

tir$r: *r:a r:retir*trexat. Tr**g m$t *gfti€;: *in:, 
=,tcriea,xib 

1?* :ng k$**g anh liuerirg, nirmtg tr**g

nghi6n criu khiic, etoricoxib 120 mg lim tang u6ng d$ filethoffexat huydt tuong khoang 28%

v* d0 thanh thai thin giam 13%. Khuy6n c6o theo d6i dey du d0c tinh Iien quan ddn rnethotrexat

]il:i su clung d0r"rg thci etoricorib va methatrexat.
:t,.;

1 ll'ilt)t' !l'Llnl7 l!7til Lltr(iltg ilons

ffi
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Etoricc.<iit 60 mg dring dtlng thcrr ..,cn thuOc *ii*h &ai durxrg u*:rg ehua -?5 micragrarns ethinyl

estra<liol {}rE} vi 0,5 c16n I *rg noretliindron trong 2l ngi-v tiing AUC0-24hr $trflrlg tl:iii 0n

rliuh cria [:F. len :i79t,. Etoricaxib l2S rxg srr dung cr.ing {hu6c trarrlr tJrar ducag uOng tuci*g tr-r

iruau ctieit nirau ii gru. i*r;r tlrrg,,rU(-ii-2.ilrr tr irurig rirai orr tltrrir r''ua EE lSri jii tien uUt,n Tarrg
)r -^ --- 

: 'nong d0 EE can duoc xem xdt khi lua chon thuOe ud:nh thai duong udng di dung ctrng

etoricoxih. 'l-ang ndng d0 EE co thd tang ty l€ ciic t6c dung kirdng morlg rnnOn 1i0n quan den

cdc thu6c trdnh thiii dnCIig u0*g ichang han, cdc birin c0 hu-v0t ti6i tinir rnacll c phu nrt eo

r]guy crl).

f ,i(u phtip hrLrttrrsn tha]'lhi {HR't}

S* dung etorieoxii: 120 rng voi li4u phdp thay thd liorm*n trao g&m esrrclsel lreln hgp i0.625

:nr !J!?tr'\,r!AQlNl\i r!r.nrrq 1Q !1,,^r. rir,,,, Allr-fi-1,1 [rr.r,.,,r., k,rrlr ^.r.-,.,, rl,,i,,:.,, J;,,1. ^r!,r a.,,r.^,r/ trurrt- :u tr;4i, i(1lrF r-ruL.\/---rrr r^trrl! uiilir u uriiiF iiirri r,ii Utilil Liid (;Jaaiili

klrdng li€r: hop (41%), equilin (?6.o/CI) vi 17- p-estradi i,22*tb'1. Anh hurng cua li*u etoricoxiir

cluqc kliuyin ciir,r {10. 60 va 9li rng) cltra tiugrc nghien cuu Anh hucrng cria etoi"icoxib 120 nig
!i. :

drri vo'i nrins d0 (AUC0-24ltr) cua cic cfc thdnh pirAn eritlogen nay cria IIRI:I\LARN la it lion

mOi nira- so vsi kiri ciirng PREi\'Lt.Riiri rnQi nuiiir va ir8u r[ng iir ii,625 ti€n i.25 nrg. * ngiiia

ldm s;urg cua nhirng s$ tang ray vin clnra cluryc bi€t vd liCIu PREfuIARIl'tr cao hr:n khdng rlrrgc

nghi0n cuu khi k€t hop vd"i etoricoxib. Nhrltg sg tang n0ng il$ rstrogen na-v n{n dusc xem rdr

khi lua clron ii€u phip ironncn sau mfr;r kinti di su dp]1g vcri etoric*xii: vi su ffillg ning r10

estrogen c6 tir€ lanr tang nguy cr) tic dpng kh0ng moilg mr,6rr li€n quan d6n HRT.

l' t't'tJtl t tt ttt lt t't'd t t i tet I r ttt

I'rong cd-c nghi€n cuu tuor:g tAe l}:u6c. etorioarib kh6ng cho thA-v- anlr hucxrg quar trong tr6n

lii;ii .raiis doi ',.1 .irioc doirg l:oc cua i:i'cdnison'picihr;sclcll.

i)igoxin

Etoncoxib I20 rng.4dr;inga-v trolrg i0 ngdy ongirr:r tinh uguy€lr khriemzurh khSng thay ri,3i

AUC0-241r hu1,'0t &rong u tratrg tlrdi on din& hodc tl'rai trir qua thdn cua digoxin. Clnar cua

d!r,:lin ti::t:11!:,,.tn,, i1o-.t C,rr !ir.,: rrol n!rirr rlrrr.,, ll^i.,' 4'1*,-'1a5 '..'-,',-,i; i'i,, t,.i, h:-LurE\raIll raulS \NrI\/u!,5 '-, ut. JLi au,iE iid_\'ltillla LiiUiirE i\iiuiie' Llri.( LlucUr riU!rg rUi ii.ili jiai (raiii,

nh&n. Tu-y-'nhidr- benh nhm co ngr:--v co cai] eOi voi ir-** ddc digoxin n*r"r riua* tlie* rlfri khi su
- ,i
Cung ckin3 thui eioricosrb r a digoxrn

T-rit'&tng r:utt *Iorito:tii; vii i:ric: thudt: t'fttn'in h*t l-rtt t'iL w!/*frtrfi,\furLtse

Eioricoxili ia t.r6i ciriii rrc eirS hoat ddng cua suifbtra:isi'erase s n6ri-r$i, rilto biQi i* Si.iLT i E i , r,'a

ilucrc chi la la lzun tdng ndng d0 cria erhinyl estlarlioi hn-vilt thar*" L,{iic d* kidn t}rilc vi tdc dung

cua nllidu sultbtr-ar:rs1'erase lridn cc]n l].an ch6 r,d anh huixrg tr€n IAm sang d$i vai lliieu Ioai

thuffc vdl ,1ang duoc ki*m tra" nhLrng n€n thin tror:g klii su dntg etr:ricoxib d$r:g thoi r,,r:ri cac

thu6c khdc dugc clrul'tn hoa chLi 1iu bsi suifbtransfbrase rr ngrriri {r'i clu. salbu

ffiT+
w.qHj-/,

minoxidil).
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Tdc dung cua etoricrsxib vii cdc thuijc chuy€n hda bo.i cdc isaenzym cyp
Dua h'6n cic nghi€n sira in vitr*, *t*ncoxib d$ ki6n s€ kh6ng uc ch6 C11p p450 lA2, ZCg,

2C19,2D6,2F1hoSc 3A4. Trong mOt nghi€n cuu tr'6n cric ddi tugng khoe manh, dtng hang

ngdy eiorieaxib t 20 nrg khdng thay c16i d6n hoat d6ng CYF3A4 o gan duge d{inh gi6 bnng x*i
nghi6m tho erythromycin.

Anh haong cutt cdc thuiSc thfu tr€n duoc dgng hoc cua etaricoxih

Con duirng chinh cua chuy6n h6a etoricoxib phu thudc vio c6o enzym C1?. Cyp3A4 ducmg

n&u g6p phin chuytin hria sua storicoxlb in viua. Ci$nghi€n cis* in vitra *hira ring Cyp2D6,
CYF2C9" CYP1A2 vd C1?2Ci9 cfrng cd th6 xuc t*c cho qu;i trinh chuyrSn hda chinh, nhung

vai ko dinh luq ng cua chirng chua dugc nghi€n cuu tr6n ifi lttyo.

Ket*cisnara!

Ketoconazol, m6t ch6t irc chr5 rryrh CYP3A4, 1i6u 400 mg,{er:i1giy kong 11 ngiy trcn nhfrng

ngucri tinh nguy$n khoe mqnh, khdng c6 inh hucmg quall trerg trdn ldm sang {t6i voi duqc

cl0ng hoc cria 60 rng eroricoxib (AUC ting 43%}.

Yaric*nuzoi vi rtticunazoi

l'hOi hryp voi voriconazol tluimg udng lro{c gel u0ng rniconazol, cfc thudc uc chil Cyp3A4
manh, vcri etoricoxib giy ra sg tang nhe n6ng d0 etoricoxib, nhung khdng duoc coi ld c6 :i
nghia l6m sd*g dua tr€n dfi li€u dugc c$ng bA.

Rifarn'ssicin

l'trO; hqp etoricoxib vcri rifampicin, rnst chst giy c*m irng ffianh c*a ea4,,m CyF, idrn giarir

65% ndng d$ eteirieoxib trong huyiit tuimg. Tuong tiic n*y cd th€ d5n rliin tdi phdt ciic tri€u

chimg khi etoricoxib dugc dung criag r,ni rifampi*in. M&c dri thdng tin nay co tht gql li vigc

tang liAu, nhrmg li6u etoricoxib lsn hirn HAu dugc khuyiin c*o cho mdi cni dinh da kh6ng iluqe
nghidn cr?u khi kct trsp vcri rifampicia vii do d6 kh6ng duqc khuyisn cda.

Cdc *ntacid

Cfc antacid kh*ng aah hu.ong d6rl dr:sc d$rlg hqc cua et*ric*xib c m6l rnirc CS phri hgp tr€n

l6rn sdng.

11. T{c dgng khdng mong mudn cia thudc:

Phf,n loai tin suAt: Riir tlw*ng gttp {>}il0), tltxdng g€tp {ztit}a ddn <!,/ta), it gdr ht/t,{}00
d€n < ti)00), hi€m gfip {-t,,}A,{}0{} ddn-<1,/1,0{}*}, riit hi€m g&p {<}i}0,{}e{}}

H$ ctr quan Tr{c dgng kh6ng mong mu6, f*n su{t

l\hidm kha\n vti nhi6m k{'

sink tri*rry

Vidm xuong 0 ring ThLrong gap

Vi€m da diy ruQt, nhi6m tdruin dulng h6 h6p tr6n,
|'7 i =. ,nhreffi khuan duung tjet nifu

i

it sap

A';( 
"tr'

\Pr\*"'\.?o*- i;
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locm lr€ thfrn lrinh|ltai
i
I

I

i
i
.

i
{i- r"
Itffit
i

Aiil bqn mtiu vit bach h 'fhi0u ru:iu (chu -viiu Iidn quan d0n xrrat liuyAt ti0u itggp

lrol). uiarrr b.lclr cau. grartr tidu ciu

ttdi t*srr hA *$dn dfuh Qua min it sap

Phan img phri rnach/phrin irng phan vg bao gdm caiHi6m gap

shock i

Rfii loen cfuuy€n hd*

tlinlt ttx'6'ng

phuigitr dich Thuirng g5p

it gap

Rfii tryn tii*r tltfrtt it gap

i'ihi*': ifu. biin chdn Hidm gap

Chirng mdt- nhirc iliu Iiruong *u{p

Nhin rrrrv. r,rini k*t nr:rc ift *+p

#;ii f.ci#x fei r'* z*i *xtg U tai, eh*ng rcdt

ttt/I a!rtrEg !t15t -,; t 
"Ddnii rr6ng ng.uc. loafl *hip tim lTitucitig gap

Rii ksttse s*ittit l'*iig i:rivit er: 'i'iririr*g uF,p

Do bung rnSt, tai bitln macir rniil n*c, r,on tiiieu iiiiiu it ggp

ndo tlx:*ng qua, c{lrl trlng tiu-vilt 5p, vi6rn mach

hiip, ngr.rc Co that phd quau 'Thuerng g[p

f{i;, kh* tha. chriy mau r:an: ft gap

iRSt thunrrs aAp

Tio bdn" di-v tioi, vi€rn da du-y" g n*ng r trar: ngunc

axit" tiSu chiir,. kli6 ti0u i'kho chiu viitrg thLrqrng vi.
,:.
linr-in ri,in, non, r,'iem thuc quan, Ioet rrridng

1-huong gdp

faag l:oac giam carn gi:ic them arr. ting i-:dn

ACi loanvt gi6c, mdtngu, bu6n ngu, di cnm/giam

gi6c

Tr-u*ng bpng. ttray d6i rnd hinh nhu d5nr ru$t, kh0

rniSng. lodt da ilay ti trang. ioet da iidv bao giinr tliun

vii cha-v rn:ur duimg ti0u h*a, htii chirng ru0t lq'ich

thich. r.i€rn trly Ps

, :l

R*ng nh?, tim d$p rhanh, s*3,' trm xung iruy5t, tliaylit g4p
:

-i.'--^,.^ i 'i ii.
dor b,uu Khong d+c 8rqu, cffu tilat ilgilc, 11J1or filau cs;

tim. ngry *r liuyilt kh6i tir:l m+ch 
;
1

it gap

L,o iang. tr6la cam, suy-- giarr.r ri ru*. ao gi*c

it gap

It cap

Ri$i l**n ti1u hCIa Dau b6ng

F"L.u"-,i,'\*Y'o- -"y''
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fi*T;;;;;-rrnt-- LT-qsT :-----
i I * AST lThucrng gap

i i;4" *; ---.+'
lnicm gapir---i--"*

I lsuy gan, vaag da iHi6m gap t

tnAi bq* d- rd *, *- *Earr, -a, --]*rrb," -a,i""'i ir,* ---r i **--.**L-
i iHgi chrng Stevens-Jchnson, haai tu thu@g bi nhiSmlHi$m sap

i

L---- -- -- --jt::Yillii:'-"-"-ii- l----laai bgn t€ xrrs,rrg vd m6
t

$iLn kdt
Ii_-----
l,Xdt t*gn r*gx v* *et xgx
ii

ir sap

i
!
:
:
!,

ittfii lo*n tfing ttt€

i__..* _-j
t

, t ang firli) urc llrau*ito ur€ m5*- t5ng creatin phosphokinase, tins it gag,

chu0t rut co bap i co thdt. dau crr , cti'ng co

Iiu1,'it, f6ng acid uric

i -,.- ,- ,-r .-i l. " , , .,"i+tdtli llillil tlLl\ ta

Tk6ng bdo cho beic si ruhi*rg tdc dqtttg kh6ng *rot g S{p pkiii kki xt ilqtng

12. Qu{ tidu vir cich xri'trf:

Trr-rng c6c nghi€n cuu l6m si*ng. su dung last lidu et*ric*xib l€n t$i 500 rng r,i nhrAu li6u tor

lSLi rng I nga-v tro:rg 3i nsav kh0ns cliti iJdn d*e t:nh r1a*g k$. 'l]5 e* ba* *ar-r v* qu;i liiu rllp

tinh vor el*ric,;:rib, mae clii *ac tde dgng bit la,r lihrin*s.1**c l-ra* car--r tiong ph*n i6:n car: tru*ng

iiap. Cic iac di:i;g bdt lor du,-rc quau silt tiruuug nr-lin nirit phii iic.p voi h* -co rilr i{:an l3ri vci'i

,.*,.*i^.^.,i!. t..i .-1-,..-,'.,. t-;.d.- ^j. +i4,, i.1,.- ...!^ r-;i.. ^: -,.i +i,--r
L.llr,ittr.ait/ i \ r Uti. IJL tirLii !{'rrL(r rr1,0- L(rt urLli lrJ !L (i,rr r.

Trnns ttua'ng t"rgp qu6 li€u, s* dut"rg cic bidn phrtp iri tr"s thilng tl'.r:crirg, rd dp. ir:ai kiroi duorrg

ti€u hoa^ the:o dOi i*m sing vir didu tri hi trcr" ndu cin.

Et*ricorib kh*ng rir$ loai bri bing th*m t*ch mdu. nguu-i ta l<h0ng bidt li0n eroricoxib co thd

+ ,l ,io+r bo tiur,rr: bfurg ihfrm taoir mang bung hay kir0ng.

13. }}*c fin*r rtx*.'c lrgc hge :

il-li.;*: c.iLi,-,!c ly': ilac thu$t *iting r.i*m r,A eh*lig th*p i*rap, t:+**slet"*id" c*:;ib,

s,lA Al C: tuiil i ,\i-{{ri
,iiLqj4E Ec dq}rl{

Etoricoxib li mdt chdt uc ch6 cvclo-o.xyase-7 (COX-2) duong udng. irong phpm vi li€u lAm

sdng.

ffi

r*tei* rri€*. iSag creati*ia huySt *:enli, suy

t*slr *huc *ii:g &$:r

It gf1:

ii-:,, :iiiu,--;+,';Eit i::,+i= i;'jd: gir-.itg *ur* ?i'iuir:rg g,3i:r

I ].rr r r.* rr: r.-uLrrr rr&se

Ydl ruglti{ztt

rv'{l:llefil gap
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Troug cdc nghidn ciru duoc ly Ii*: sang. etoricoxih sinlr ra su rtc ctrd f:OX-2phu thudc li0u r:rd

khone ire chd COX-I voi lidu tCIi I50 rnc nrSi ngdy. Etorici:xilr kir0ng irc chti tdng hgp

prostagladin dil da_v vikhOng ci: anh [ruong 16n chuc niurg tiiu c6u.

C)yclooxl,genase chiu ir6eir niri€m sit*r ra cilo prosiagiadin. i:iai dOng phan, COX-l vd COX,2.

dd duirc rdc dinli COX-2 ia cl6ng pl.rin crla eilzym di duoc r:hirrg nrinh ii g.i.v ra boi {r6c kich

thich ti0n vi*m vd clugc cho li rguy8n nhiin cliiirh r-:ua viQc tOng tro'p c;ic chAt trung giarr

prostanoid cuapiran irng dau. viCIrn va sOt. COX-2 c ng lidn qnan ddii rung trung. lam t6 r.a

dong 6ng d0ng mach, didu hoa chu'c nfng tirin vi cl.ruc ndirg hd thin kinir trung uor:g tcar.: irng

sdt" rihftr thire dau va chfrc ning nli6r thirc). No cring co th€ dorg rx*t vai trr\ trong ch{ra lanh

v€t 1odt. COX-I rld rlut'rc lrhin didn trang cdc md xung quar:h vdt irret rla dd5r o ngrro'i nllung sir

Iiin i]!!ar! rrla !11\'-,r: r ii,r rlrr:.r !rtl. r,.!,t l,..l,r ,,h,*.: rJrra^ tlr..it l.i^rrtrr Llu.rrr Lud IrL, ! ur I rL! Liiud idatti i Lr ivLr Lrirrtt uuuL iitit,! i(iL,

14. DEc ttnh ducrc ildng hoc:

Uapttu

EtoricoxiLr duo.'c hAp ilru tdt duong udng. Srnh kha dung tu-v--$t ddi hhoang 100o,i Sau khi dring

!i.:,r !1(f ..,, !i,, ,',,i,.-, ..1i. rrz,r,r tl:r. A', *;-l- --,'^ ;f A ..{,-!' i-^,',, !',,,.1. ,''^-., lrr.rrr-tt!Ll ! :v ttli::. !(ttl'tlEo-1 LlLrr il Lirrl; trrd! wri Lilrrrr- r!(rtrl: ut, ururr lr Urril (r!1.\ Lt l!rUtlF t rr trri{ llil;ll li:illi

hoc C,,,*':3.6 prglnl) cluoc quar: sdt thdy sau ktroang I gio {T*or) sau khi dung cho ngiroi Ictn

nhin dn. Di6n tich tr-ung binh hinh hoc duoi tluong cong (AIJC0-24lrr) iA 37.8 irg.gib/url. I)ucyc

rl6ng hqc cua etoriccxib tu-vdn tinh tr€n phaur vr liSu ldrl sing.

Dung ihu0c cirirg iiruc irn irltli i:ira alr rrhiiu uirii betri ktr0tg anh huong rJ6n muc rig irip riru

et*tie*tii:saukir-idrmgir-$ir !2Siug.Toc,Jdhiptiruhi a::hkir*:rg-d*1:d5i;grar-a-l5Er.-;C,,,o.,y*

t5;rg 'i'n,o' iiri*r 2 gru f iiriitg iiu iieu *ar. i<irct:g drrl'rc c*i i* cri f liehia iam sa*g. ?rr:*g eac thu

nghifn: l;im sa*g. ct*rieoxib iiu+c diixg l:ra khrir:g Ii8rr q*rur diin vi*c sir rlurig ihuc Jtr

Ph0r: bd

trtoricoxib lisrt k€t khodng g29'* r'ivi pr,;rt*in hu-vtit tur:ng a nguoi trotg khoang nr:ng dO il.05
-;den5pgrrnl Thetichphdnb0crtrangthai 6ndurh{Vdss,iiakhcangl20Lo*gircri.
trr..-^.\.';!'.,{r ,rrra olt,rrr rirr' ^.-h',.'.t -; rh^ '; ^"- L;-,,,.A^ *";', *.i.,.:, ^1.,,.1*LLUITL\r\lt, Ui Llilq !rrrsLr Lridr r, !iiil\.ii vd ritii- ici rliiri iidtiU liiir ilicili i;cJi, i.l i.,lltivi.

Chur,'in iroa

L,toricoxib duoc chu-v..in lroa rdrtg r?ir viir <i% fiiu <iung trang nud'c ti6u duo'i dang t]rnilc g6c.

Cor: duong chinh cua qud tr:inh chuvin h6a cI€ tao thAnh diu xuit 6'-hydrox-vrnethyl clugc xuc

iilu btri ciie enzynt C\.P. C'I'i)Jrr4 ciuirng nhu gop pii8n ciruy0n iioa eioriooxiLr i* t,ivo. Cttu

ngl"riix r:tlrt i* r'l*rr chr i'a r i*r.r 'JY?IIX-. CYF2C*, C1'F1:{l r.a {lYi}2C1$ e&rg cri rii* xuc i.d.c

'.cho qtta trinir ciruy,'ei, hOa ehi::h, r'iLul:g r,ai rr& dinh i*irng cua eirurig tr6n lr tir,* *llua dugr:

;rghiSn eur-i.

Nam ch*t chuy0n hoa dd duoc xdc dinh o uguoi. ChAt chLr3r€n hoa chinjr li dAn

carboxylic sua etoricoxib duuc trinh thanh do qu:i trinh oxy hoa ti6p theo

xudt axit 6'-

ddn x

f,z--.s.g*ol ".T' I-si\ -sY I
xtth--;
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hy,.ir*x-r-nrethyl" Cdc ciiit cirul'er: hr-.a chinh nav khirng chu thiv tic dung cti the d* luirng rluoe

Itriii.c ciri cc tar: dung irc ctrr* COX-2 y*u. Khiing co ehit chu,v0n hda rao irc cirO CCX-1.

Jlrqt'u
:.!au khi riiing i:rOt ii€u etcri{roxiir tifni iinii r:rircir 25 nig elro cac dtii urr-vrrg kliue *i3nii. iS%

thuoc dd drrsc tim thi.v tr"r:rng nuo'c ti€u va 20?i, uong phiu, c.hu ydu ld cdc chdt chu-v€ll h6a. fr

hort 2or'o duor dang ihude kh0ng hidn d$i.

T'hai tru'etix'icoxib ray ra h6u lhu chi th0ng qna chur,Sn lioa sau do la bei il€t qua thin. N6ng

dd etoricoxib u trnng tiiiii ir dinh clat diroc troug vong ba-y ngd-v sau kiri u0ne lJO nrg nror

ngay, v,r'i h' le ilch 1fr5. xAp xi 2, tur;ng ung vdi nua ctsi thai tru kh*ang 22 giir. B0 thanh thd.i
.;iruSit tusng sari khi ti€m tinh rnach 25 rng iliroc udc tinir la kho;iiig 50 niilphirt.

I \t r t r.,-! i y1 ry ! t : t t, t y tl n,.,i 1 d /..; i t r ; >,tt t r h i * !. !r, !1i,r.t, ,ariru lrUi,s ial.tL ,l l a{ LUL tilji tttt,,lr$ t,t tiit !

lttsur-i'i tg{) litii; Duu-c dong hoc o'nguoi cao rudi (: 65 tu6i) tlro?g tu rrhu o ngi.lrri tre rudi.

{iiitl"Z[q,h.. Duoc dOng hoc cua etnricorib ruor:g ttr gitia naiu r,'a nir

StfiLg*n". B0nlr nhirr hi rdi iuan chuc nang gannhe (Chitd-Pugh dienr :,-6) drrlg ctaricoxib 50

rltgiiirl'rtgay co ALiC iiurig binii cau ltLnt kiroarrg i6?ir so vrri ciic iii,i iLrung kir0e rnarih ciriiig

ciing li€u. B0nli nhan bi rdi loarr chuc ning gan vu'a phni {Chilii-Pugh di0ur 7-9.y dung etoricorib

60 nigingay' co AUC trung binh tusrlg tu vni cric d6i tlrqtg khoe manh riring etodcoxrh 6i)

Ittg;'lin,trga-v. Ii0u etoricoxib 30 rngilirrrngi-v chua rluqc nghi€n cuu trong d6i tugng na3,. Kliirng

*ir ilii' iifr: lim 
=a:'ig 

h*'Ee dirr:,e **:ig i;t;e s i:*r:{: r-:h;i.ri rril i.ra,, r:h'ir+ i-ia*g gi;* *5;ig qdi*:"r': s*

Lll:ii r1-Fiiilii .'" i I,i ;

SEIi** Dri*'i: il*;rq i;*c cr-ia:l.;iit iriir *i**r:i;:<ih i2u *:g;i*1,, n,t5i ** b*rrh nhiir Elly thill iai

lrung i;'i",ri: rl*ii ri;l::5, ','a ir**k l*ri* i:'i5e 'l;itii ihli* g;ai d*:i;: curii l;h; ih:4'fl;.,r:i nfuar: i;:* l':h*;:g

khic Lrtdt ddng kCI so vri nhtng nguoi khoe manh Chay th6n nh6n tao dong gop khdng dang

k€ r,ao thdi tru'1116 thanh thdi kha*ng 50 mliphut)
'l'fe-ew: I)uoc dir:g hoc cua etoric*rib ry bsnh nhAri nlri i--:12 tu0r ) chrra duoc nglii0n cuu.

T'rong irrir ngiri€n culr r.iuou dGng iior in : i6) rirtq{ ti6n iurnh o tirrmir'riri6u nitn tiu0r rir ii
ddn 17i. dug-c ddng hoc o'thanir thiSu nr0n narrq nr 40 deo 60 kg duo.'c dirng etcr:icorib 6{}

urg,'linlngay vi thanh thi6u ni6n> 60 kg diing etoricoxib Q0 rng'lin, ngay tucrng nr nhu r.r}inguoi

lern dung etoricoxib 90 rngllAnrngdy. An toan vi iriQu qua cua etorjccxib o b€ntr nhdn nhi chira

du{rc thiet l$p.

15. Quy cdch ddng gtii: FI$p -l vi r l0 r'i*n

16" Si6u ki6n b*o qufrn, hpn dirrlg, ti€u ehusn chdt luorrg cria thuiic:

Ilo,- ^,.o. + '.1.,-lr J.^' ,l'r;i ?nnf ' ^. -,'i l-l'.*' '.i^ T...;nl. ;-l' .,;,.,'lJ(r\, i-lrtdr(. \, lrlrr!( Ut., uUUl Ji/ L ii aitii Aia(t iriir. I i..i;iii (litl{;r.i;l'a.

Ilan dung: 36 thdng k0 tu ngb.san xu5t.
t I .1, i

I leu cltuall cllat lu011p. Nna san \ual #TS
w4
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17. T6n, ilia chi cc sii siin xu*t thutic:

UOTA HEALCARE LTI}.

Dia ehi: plot Nc. 169" Surat Special Eccnomic Z**e,liear Sachin Railx'ay Staticn' Sacirin

City. Surat, Dist: Surar, Gujarat State, ful8+
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