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MAU NHAN THUOC
2. Bao bi ngodri:
- HQp 10 vix 10 vi6n n6n bao phim

Chi dinh - Chong <hi tlinh - Tac dung khong mong muon -

Th,n t,ong - Lidu dtng - Ci(h dtng vi (,c th6n9 tin kha(

SDlV Req. No.: XX-XXXXX-XXAgiEtoxib 60

Thinh phan: M6i vian n6n bao phim chra:

t
a- LaDo< k!'huong din sidung truo< khi dtng

19 dan 5ri dun9.

uoi 3o'C, tr,nh iim

Etoricoxib...
Ti dudc val

Bdo queo: Nhiet do d

lteu (nuan: lLLS.

Od xa tdm t.y trd em

AsiEto#:H 60

GMP-WHO

C6n9 ty CP Dsdc pMn ACnoeh.m
27 Nguy6nTh6i Ho<, P. Mi'Blnh, TP Long Xuyen, An Giang
Sdnxudttoijchl nhanh C6ng ty cP DdS phlh Agamexph.m
illim{yCn xult Dud( pt{m Aglnrryham
Oudng V0 Trong Phung, K.Thanh An, P. Milhdi,IP. Img Xuyon, An Giang
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lndic.tions - Cortraindi@tionr - Undesirable effects -
Precautionr - Dosage - Adminirtration and other information:
Read the leaflet insert.

Storage: Protect from humidity and light, below 3OoC.

Spe(iflcation: ln house.

Keep out of rea(h of(hildren
Read carefully the in5tructions before ute
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HTIoNG nAN stl uuNc rnuoc
Rx

@

AGIETOXIB 60
Thuiic niry chi dtng theo tlon thu6c
Dgc ki hufng d6n sfr dgng trufc khi dtng
D6 xa tAm tay tr6 em

Thinh phin cdng thrfrc cho I vi6n:
Thdnh phAn hoat ch6t:

u6i vien AGIETOXIB@60 chria 60 mg Etoricoxib.
Thinh phAn t6 dugc:

Lactose, Dicalci phosphat dihydrat, Povidon K30, Croscarmellose natri, Microcrystallin cellulose
101, Magnesi stearat, Hydroxypropyl methylcellulose 606, Povidon K64, Sepifilm LP 770, Titan
dioxid, Talc, Polyethylen gl
Patent, PhAm miu xanh t6o.

ycol 6000, Polysorbat 80, PhAm mdu virng tartrazin lake, Ph6m miu blue

D?ng biro ch6:

Vi6n n6n trdn, bao phim mdu xanh, hai mdt tron, tluong kinh 10,5 mm

Chi ilinh:
Thu6c clugc chi dinh cho ngudi l6n vi trd em tt l6 tu6i tro l6n OC AiCu tri tri6u chring c6c b0nh vi€m
xuong khqp, vi6m khcrp dpng th6p, vi6m cimg khdp d6t s6ng cfing nhu gi6m dau vd tri€u chring cta
con gout cAp.

Thu6c dugc chi dinh cho nguoi lcrn vi trd em tt 16 tu6i tro l6n aC aieu tri ngin h3n gi6m dau vira
li6n quan rl6n phSu thu{t rdng miQng.

C6ch dtng,lidu dtng:
Cich dtng: Thu6c dirng tluong u6ng, c6 th6 u6ng cirng ho{c kh6ng cirng v6i thric 6n.

Lidu dtng:
Do nguy co tr€n tim m4ch cria etoricoxib tdng l€n theo li6u vd thoi gian st dr,rng, n€n ding li6u hdng
ngiy th6p nhAt trong thoi gian ngin nh6t. CAn d6nh gi|lqi hiQu qud di6u tr!, nn6t ta o bQnh nhdn
vi6m xuong kh6tp.

- Vi6m xuongkh6p: 60 mg/lAn/ngdy khi liAu dirng 30 mglldnlngity kh6ng dfi d6p ung. Nt5u diAu tri
mi kh6ng th0y cii thi6n, cdn lua chgn thuOc kh6c thay th€.

- Vi6m khcrp th6ng phong c6p tfnh (con gout c6fi 120 mg/lAn/ngdy trong giai do4n c6 triQu chimg
c6p tinh, v6ithoi gian tti6u tri t6i da li 8 ngdy.

- Vi6m khnp d4ng th6p: Li€u khuytin c6o ld 60 mg/lAn/ngdy. O m6t s6 bQnh nh6n kh6ng giim triQu

chftng, t[ng li€u 90 mglldn/ngdy c6 the ldm tdng hiQu qu6. Khi benh nhdn 6n dinh vd ldm sdng,

duy tii ti6u OO mg/lAningiy c6 thO ld thich hqp. NCu di€u tri md kh6ng th6y cii thiQn, c6n lga
chgn thuOc kh6c thay th6.

- Vi6m crrng ktcrp dOt s6ng: Li€u khuy6n c6o ld 60 mg/lAn/ngny. O mQt sO bQnh nh6n khdng.giAm
triQu chimg, tdng liAu 90 mg/lAn/ngdy c6 th6 lirm tdng hiQu qu6. Khi bQnh nh6n 6n dlnh v6 ldm
sdng, duy t.i tidu 60 mg/l6n/ngdy c6 thC ld thfch hqp. Ndu di6u tri md kh0ng thdy ctri thiQn, cAn

lua chon thuiic kh6c thay th{i.
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Dau do thuQt rdng: 90 ) gi6i h?n i da le J ngay

Dau co xu0n ob man tinh 60 mgllantngay Li0u 1 20 mg ch I ding trong oD al do4n cap

Kh6ng dugc vugt qu6 1i6u dirng trong tirng chi dinh diAu tri.

- D6i vdi bQnh nh6n suy gan trong tat c6 mgi chi dinh, li6u dirng nhu sau:

. Suy gan nhe (Di€m Child-Pugh: 5-6): Li6u dtng kh6ng qu6 60 mgflAn/ngdy.

. Suy gan trung binh (Diem Child-Pugh:7-9): Li6u dtng kh6ng qu6 30 mg/lAn/ngdy

. Suy gan n[ng (Di€m Child-Pugh: > l0): Ch5ng chi dlnh dirng thui5c.

- D6i v6i bQnh nhdn suy th6n:

. Ngudi bQnh c6 mric thanh thii creatinin > 30 ml/ph[t: Kh6ng cAn di6u chinh liAu.

. Ngudi bQnh c6 mric thanh thii creatinin < 30 ml/ph[t: Chdng chi dlnh dtng thu6c.

MQt s6 tuu f il4c biQt v6 xfr $ thu6c trufc vi sau khi sfr dgng thu5c:

Kh6ng c6 y€u cAu d{c biet v0 xri ly thu6c sau khi sri dung.

Ch6ng chi tlinh:

Qu6 m6n vdi etoricoxib ho{c v6i b6t k} thdnh phAn ndo cta thu5c.

Lo6t da ddy hoflc xu6t huy,5t ti6u ho6.

Suy gan npng (di6m Child-Pugh > l0)
Vi€m ruQt.

BQnh mach miiu n6o.

Suy th$n ClCr < 30 ml/phrit.

Vi€m bdng quang.

Suy tim sung huyiSt NYHA ll-lv).
BQnh nhdn cao huy6t 6p c6 huyi5t 6p thuong xuy6n tr6n 140/90 mmHg vd kh6ng <tugc ki6m so6t dAy dtr.

BQnh tim thi6u m6u cpc bQ, bQnh dQng mach ngo4i bi6n vd bQnh n6o-mach.

Ti6n su hen, vi€m mffi c6p, polyp mfii, pht m4ch thAn kinh, miry day ho{c phin rmg di ung sau khi
dtng aspirin ho{c ctic thuiSc ch6ng vi6m kh6ng steroid bao g6m cd ctrc chAt irc ctri5 COX-2.

Php nir c6 thai hodc dang cho con b[.
Trd em du6i l6 tu6i.

Crlnh b6o vi thfn trgng khi dtng thu5c:

- inh huhng ffAn ilmng tiAu h6a (dq doy, thryc qudn):

C6c bi6n chimg tr6n dudng ti6u h6a (thring, lodt hodc xu6t huylit), m6t vii trudng hqp g6y trlr vong,
ddxtry ra d nhirng bQnh nhdn dugc di6u tri bing etoricoxib.

CAn thfn trong khi di6u tr! cho bOnh nh6n c6 nguy co bi bi6n chimg duong ti€u h6a vdi NSAID k6
cd etoricoxib o ngudi cao tu6i, bQnh nh6n dirng d6ng thoi mQt NSAID kh6c ho{c acid acetylsalicylic
ho4c bQnh nhdn c6 ti€n sri bQnh duong ti6u h6a nhu lodt vi xu6t huy6t.

- inh hubng ffAn fim mqchvd nguy co huy\t khiii ttm mqch:

C6c thui5c ch6ng vi6m kh6ng steroid (NSAIDs), kh6ng ph6i aspirin, dtng duong todn thdn, c6 th€
Idm ting nguJ co xu6t hiQn bitln c6 huy6t khOi tim m4ch, bao gdm ci nh6i m6u co tim vi d6t quy,
c6 th€ d5n dtin tu vong. Nguy co niy c6 th6 xu6t hiQn s6m trong vdi tuAn dAu dirng thu6c vd c6 th6
t[ng l6n theo thdi gian dtng thu6c. Nguy co huy6t ktrOi tim mach dugc ghi nhpn chfi y6u o IiAu cao.

ci khi bQnh nhdn khOn coB6c cAn d6nh a xu6t hi cta c6c bitin cO tim

Trang2lT
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cac tri€u chring tim m4ch tru6c do Benh nhdn dugc can h b6o cac triQ u ch trng cua tim
mach nghi€m trQng va can tham kh6rn b6c si ngay kh xu 5t h l9n cac triQ u chrmg ndy

D6 gi6m thi6u nguy co xu6t hipn bitin cO U6t loi, cAn st dung AGIETOXIB o liAu hing ngdy thAp

nh6t c6 hi6u qui trong thoi gian ngin nh6t c6 the.

Th6n trgng v6i bQnh nhin c6 r6i loan d6ng m6u; bQnh nh6n c6 tiAn sir suy tim, b6nh tim thi6u m6u,
r6i lo4n chric ning thdttrii;b6nh nhAn suy tim, huySt 6p cao.

- inh hrdng ffAn thQn:

C6c prostaglandin th4n c6 th6 it6ng mQt vai trd trong vi6c duy tri luu lugng m6u qua th4n. Sy sin
sinh prostaglandin o thfn it quan trgng vd m6t sinh l;i vdi nguoi bgnh c6 thpn binh thudng, nhtmg c6
vai trd r6t quan trong trong duy tri luu th6ng m6u qua thQn o ngudi suy thdn mdn tinh, suy tim, suy
gan ho{c c6 rdi loan vO th€ tich huy6t tucrng. O nhfi'ng ngudi bQnh n}ry, t6c dgng irc ch6 t6ng hqp
prostaglandin o thQn cta etoricoxib 6nh huong dtin luu lugng miiu qua thdn do d6 ldm giAm chftc
nang thfn. Ngudi c6 nguy co cao g6m ngudi suy th0n, suy gan, suy tim, huytit 6p cao. CAn theo d6i
chric n[ng thQn o nhirng nguoi bQnh ndy.
- Gifr nudc, phit vd cqo huyiit dp:
ThQn trgng vdi nguoi bi phir do nhi6u nguy€n nhAn, giir nudc (nhu suy tim, thfn), cao huy6t 6p vi
thu6c gery it dich, ldm bQnh n{ng l€n.

- inhhudngffAngan;
Mfc d0 t6ng alanin aminotransferase (ALT) vd/ho{c aspartat aminotransferase (AST) (kho6ng ba
l6n ho{c nhi6u hcrn trOn mirc gidi h4n binh thuong) dd dugc b6o c6o o khoing i% benh nh6n trong
c6c thri nghiQm l6m sdng dugc diAu tri mQt ndm vdi etoricoxib 30, 60 vi 90 mg m6i ngdy.

B6t k! bQnh nh6n c6 triQu chimg valho{c d6u hi6u cho thSy c6 rOi loan chuc ning gan, hofc o ngudi
c6 mQt,xdt nghiQm chr?c ndng gan b6t thudng ddxtty.ra, cAn dugc theo d6i.N6u c6 d6u hiQu suy gan,

ho{c n6u ph6t hiQn c6c xdt nghiQm chirc ndng ganblrtthudng li€n tpc (ba lAn trOn mfc gi6i h4n binh
thudng), nCn ngtmg ding etoricoxib.

- ThQn trgng v6i ngudi bi m6t nu6c ngoiri tC bao (do ding thu6c lqi ti6u m4nh). CAn phAi di6u tri
tinh trpng m6t nu6c tru6c khi dirng etoricoxib.

- Th4n trgng d ngudi l6n tu6i do c6c chric ndng thdn, gan hodc tim b! suy gi6m do tu6i.

- Etoricoxib c6 th6 che d6u m6t cec triQu chirng cria vi6m nhu s0t, dau.. ..

- Thdnh phAn t5 duoc c0a thu6c niy c6 lactose, mhu tartrazin:
. Lactose: B6nh nh6n c6 v6n dC di truy0n hi0m gpp vC kh6ng

Lapp lactase holc k6m h6p thu glucose-galactose kh6ng n€n

dun thi6u enzvm

. Mdu tartrazin: C6 the g6y phin irng di rrng.

Sfr dgng thu(ic cho phg nfr c6 thai vir cho con bri:

Thdi ki c6 thai:
Cho tdi nay, chua c6 c6c dfr liQu l6m sing vd etoricoxib o php nir mang thai. C[ng nhu c6c thu5c ric

chtl t6ng hqp prostaglandin, etoricoxib c6 th€ gdy ra tinh tr4ng d6ng sdm 6ng,dQng mpch cria thai

nhi o 3 th6ng cu6i thai kj,. D6 bAo dim an todn cho thai nhi, tr6nh dirng thuOc niry trong thdi ki'
mang thai.

N6u phg nfi mang thai trong quri trinh diAu tri, phii ngung dtng etoricoxib.

Php nir c6 kh6 ndng mang thai hodc dang sri dung c6c biQn ph6p tr6nh thai ho{c dang mang thai n6n

tham kh6o f kien b6c s! cAn thpn tru6c khi diAu tri vdi thu6c ndy.

fhdi ki cho con bil:

J{
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Kh0ng bi6t liQu etoricoxib c6 bdi ti€t trong sfi'a mg hay kh6ng vi v4y kh6ng n6n dDng thu6c niy cho
bd m9 dang cho con bir.

Anh huting cfra thu6c l6n khi nlng l6i xe, v$n hinh mdy m6c:
Thu5c c6 th6 g6y ch6ng m[t, dau dAu hopc budn ngir n0n inh hucrng di5n khn ndng l5i xe v]r v4n
hdnlr m6y m6c.

Tuong tic, tuong ky c&a thu6c:
Trong t:ic cfra thu5c vdi c6c thu6c kh6c vi cr{c lo4i tuong t6c khfc:
- Thu6c ch6ng d6ng: Etoricoxib lim tdng 13% thli gian prothrombin. Do d6 b6nh nh6n dr)ng

thu6c ch6ng d6ng nhu warfarin ph6i duqc theo d6i circ xdt nghiQm vA dOng m6u nhu thdi gian
prothrombin, d{c biQt trong vii ngiry dAu sau khi bit dAu tti6u tri ho4c khi thay AOi tiqu ph6p.

- Rifampin: Sri dpng d6ng thcri etoricoxib vd rifampin, ch6t cim ung chuy6n h6a o gan mqnh, ldm
gidm 65Yo diQn tich du6i dulng cong (AUC) cta etoricoxib trong huy6t tuong. Tunng tric ndy
nOn dugc xem x6t khi dirng d6ng thoi etoricoxib vdi rifampin.

- Methotrexat: C5c nghiCn ciru t6c dung cria etoricoxib v6i li0u 60, 90, 120 mg dirng I lAn/ngiy
trOn ngudi dang su dung methotrexat c6 k6t quA kh6c nhau, viQc gi6m s6t dQc tinh li0n quan d6n

methotrexat cAn duoc xem xdt khi etoricoxib li6u l6n hon 90 mg dugc sri dqng cirng lirc vdi
methotrexat.

- Thu5c loi ti6u, c5c ch6t ti'c ch6 men chuyi5n angiotensin (ACE) vn d6i khrlng angiotensin Il
(AIIAS):
. 86o c6o cho thdy cdc thu6c NSAID bao g6m ch6t ric chti chgn lgc COX-2 inhibitors c6 thd

ldm gi6m t6c dung h4 huy6t 6p cria thu6c lgi tii5u, thu6c ftc ch6 men chuy6n ACE vd AIIAs.
Tuong t6c ndy cAn dugc cdn nhic tr€n b6nh nhdn dirng etoricoxib d6ng thoi vdi ciic thudc k€
tr0n.

. D6i vdi cric bQnh nhdn c6 chric ndng thAn suy y6u (vi dq, b€nh nh6n lcrn tu6i hodc ngudi b6nh
m6t ch6t d!ch, bao gdm nguoi dang di6u tri bing thu6c lgi tiOu), dang duoc <li6u tr! bing c6c
thu6c kh6ng vi6m kh6ng steroid, bao gtrm thu6c ric chi5 chgn lgc COX-2, vi6c sri dung ctng
lirc etoricoxib v6i c6c thu6c ric ch6 ACE hoflc AIIAs c6 th0 ddn d6n sU suy giim hon nira chric
nlng thQn, c6 th6 bao g6m suy th6n cdp. Nhirng t6c dQng ndy thudng hOi phuc.

Vi vay, sr,r ktSt hqp n6n dugc dirng th6n trong, d{c biet li <r nguoi gii.
- Lithium: Etoricoxib ldm gi6m thanh thii th4n lithium vd vi th6 lim tdng n6ng dQ lithium trong

hu,y6t tuong. BCnh nhdn sir dpng d6ng thoi etoricoxib vd lithium n0n duoc gi6m s6t cbet che d€
phrit hiQn c6c triQu chirng dQc cria lithium. /

- A:;pirin: 
I rsu Lrrulr' u\rL rvud llLltlulll' 

N,
. Kh6ng c6 bing chring cho th6y su dgng d6ng thoi v6i aspirin ldm giim nguy co tec dung phg

tim mach li€n quan d6n c6c chAt ric cn0 COX-2, bao gdm cA etoricoxib.
. Tuy nhi€n, ding d6ng thoi aspirin liAu th6p vdi etoricoxib ddn d€n sg ting tj' lQ vi6m lo6t

duo'ng ti€u h6a hodc c6c bi6n chirng khrlc so v6i sri dung etoricoxib m6t minh.
. d trangth6i 6n dinh, etoricoxib 120 mg m6i ngdy mQt lAn kh6ng c6tdc dung tr6n c6c hoat

,l
ddng ch6ng k€t t4p ti6u cAu cta aspirin li€u thAp (81 mg m6i ngdy mQt lAn).

Thu6c tr6nh thai dudng u6ng: Etoricoxib 60 mg khi dtng d6ng thdi vdi thu6c ngira thai c6 chri'a
35 mcg ethinyl estradiol (EE) vd norethindrone tir 0,5 d6n I mg trong 21 ngiry 37%
Al)C 0-24 gio o trang th6i 0n dinh cria EE. Etoricoxib 120 mg chi dinh chung v6i

50 d6n 60% A

lim tdng
c6c thu6c tr6nh

thai d(r, hodc d6ng thdi ho{c c6ch nhau 12 gicr, dAu Idm tdng tu UC 0-24 gio o
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t

trang th6i dinh cua EE. S u gta tdn ob n (} d0 EE duoc xem xdt khi I ngua
e macthai h-o. p de sri dr,rng cirng

li6n quan d6n
hic vot etoricoxi b. Tang tiiip

(vi du, bi€n
xuc vol EE co th b ty I

cac titc dung phu thuoc trrlnh thai co thuycn tic huytit kh6 I tTnh m4ch o
c6c phr,r nir c6 nguy co).

- Li6u phSp thay th6 hormon: Estrogen trong thu6c ngua thai hoflc liQu ph6p thay th6 hormon c6
th6 t6ng nguy co hiQu ung phg khi dilng ctrng hic vdi etoricoxib.

- Kh6c: Trong c6c nghi€n crlu tuong t6c thu6c, etoricoxib kh6ng c6 tirc dgng quan trgng vd l6m
sirng tr6n dugc dQng hgc cta prednison/prednisolon hopc digoxin. Thu6c kh6ng acid vd
ketoconazol (mQt ch6t fc cn6 Cyp:a4 m4nh) khdng glty rat6c dpng d6ng k6 niro vd ldm sirng
tr6n duoc dQng hqc ctia etoricoxib.

- Anh huong cfia etoricoxib d6i vdi thui5c dugc chuy€n h6a boi sulfotransferase:

Etoricoxib ld chAt r?c chi5 ho4t dQng cta sulfotransferase 0 ngudi, dac biQt la SULTIEl, vi cho
thdy tdng n6ng dQ ethinyl estradiol trong huy6t thanh. Mac dn ki€n thric v0 t6c dr,rng cta nhi6u
sulfotransferase hi€n nay cdn h4n chti vd h4u qui ldm sdng d6i v6i nhi€u loai thu5c v6n dang
dugc.nghiCn c{ru, n€n th6n trong khi dtng etoricoxib d6ng thoi vdi c6c thu6c kh6c cht y€u dugc
chuy€n h6a boi sulfotransferase (vi dg salbutamol dtng duong u6ng vd minoxidil).

- Anh hucrng cta etoricoxib d6i vdi cric thu6c dugc chuytin h6a boi isoenzym CYP:

Dua tr6n cric nghiCn ctru in vitro, etoricoxib kh6ng chac xiy ra fic ch6 cytochrome P4s0 (CYP)
1A2,2C9,2C19,2D6,281 ho4c 3A4. Trong mQt nghiCn criu d nhirng nguoi khoe manh, dirng
etoricoxib 120 mg m6i ngdy khOng ldm thay d6i ho4t dQng cira CYP3A4 d gan nhu d6nh gi6
bing thri nghiQm thcr erythromycin.

Tuong ky cta thu5c:
Do kh6ng c6 ciic nghiCn cfu vO tfnh tucrng ky cta thu6c, kh6ng trQn l6n thu5c ndy v6i c6c thu6c kh6c.

Tic dgng kh6ng mong mu5n
C6c phdn img c6 h4i dugc phdn nh6m theo tAn su6t: R6t thuong g{p (ADR > 1/10), thuong.g4p.(1/100

S ADR < 1/10), ft gflp (l/1.000 S ADR < l/100), hi6m gap (1/10.000 S A.DR < l/1.000), rAt hi6m g4p

(ADR < l/10.000); kh6ng th€ u6c lugng tAn su6t dugc liQt k6 "Chua 16 tAn su6t".

Cbc titc dpng kh6ng mong mu6n sau ddy duoc b6o c6o tri cric thu nghiQm ldm sirng ho[c sau khi dua

thuiSc ra thiirucrng, .6n luu y nguy co huy6t khOi tim m4ch (xem th€m phAn c6c tinh tr4ng cAn thpn

trong):

Riit thuong gQp

ROi lo4n ti6u h6a: Dau bpng.

Thuong gqp

Nhi6m tring vir nhi6m ky sinh trung: Vi6m xuong 6 rang.

ROi lo4n chuyi5n h6a vd dinh du0ng: fhir n6/gifr nu6c.

ROi lo4n hp thAn kinh: Ch6ng mAt, nhfc dAu.

ROi lo4n nhip tim: D6nh trring nggc, loan nhip.

R6i lo4n m4ch m6u: Cao huytit rlp.

R6i lo4n h6 h6p, l6ng ngyc vd trung th6t: Co that ph6 qudn.

R6i lo4n ti€u h6a: T6o b6n, dAy hoi, vi€m d4 ddy, g n6ng/trdo ngugc acid, ti6u ch6y, kh6 ti€u/kh6

chlu vtng thuong vl, budn n6n, n6n, vi€m thgc quin, lodt miQng.

ROi lo4n gan m4t: Tdng ALT, tdng AST.

ROi lo4n da vdr mO dudi da: Tu m6u bAm.

\

;^

a=
rYc
PFIA

PIAT
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i lo4n g qu6t: Suy nhugc/m6t moi, bQnh gi cum

it sqp
Nhi6m trtng.vh nhi6m kli sinh trirng: Vi6m d4 ddy ruQt, nhi6m trtng hO h6p tr6n, nhi6m trirng dudng

ti€u.

ROi lopn m6u vd b4ch huytit: Thi6u m6u (cht ytiu li6n quan d6n xu6t huyiSt ti6u h6a), gi6m b4ch cAu,
..4 Iglam treu cau.

ROi lo4n hQ th6ng miSn dich: PhAn tmg quri m6n.

ROi 1o4n chuyi5n h6a vd dinh du0ng: Tdng hoflc giim sg thdm 6n, t6ng c6n.

R6i lo4n t6m thAn: Lo l6ng, trAm cirm, suy giAm tinh thAn,6o gi6c.

ROi lo4n hq thAn kinh: R6i lo4n, ch(mg m6t ngfi, d[ cdm/gi6m cdm gi6c, budin ngri.

ROi lo4n mit: Md mit, viCm k,5t mac.

R6i lo4n tai vd mC cung: U tai, ch6ng m{t.

R6i lo4n nhip tim: Rung nhT, nhlp tim nhanh, suy tim sung huy6t, thay ttdi ECG kh6ng d4c hiQu, dau

th6t nguc, nhiii m6u co tim.

ROi lo4n mpch m6u: Do birng, tai bi6n m4ch m5u n6o, con ttQt quy nhe, ccrn t[ng huy6t 6p, vi6m
mach m6u.

ROi lo4n h0 h6p, l6ng nggc vh trung th6t: Ho, kh6 tho, ch6y m6u cam.

ROi lo4n ti6u h6a: Chudng bqng, thay d6i nhu dQng rudt, kh6 miQng, lo6t d4 ddy-t6 trdng, lo6t d4

diy ruQt bao g6m thtng d4 ddy-ruQt vir chAy m6u, h6i chfmg rudt kich thfch, vi€m tgy.

Rdi lo4n da vd m6 du6i da: Phtr m{t, ng[ra, ph6t ban, ban do, miry day.

ROi lo4n co xuong vi m6 li€n ki5t: Co cfmg colco th6t, dau/cimg khcrp co xuong.

ROi lo4n thfln vd ti6t niQu: Protein niQu, tdng creatinin huytit thanh, suy thfln.

R5i lo4n t6ng qu6t: Dau ngr,rc.

Xdt nghiQm: Tdng ur€ m6u, tdng creatin phosphokinase, tdng kali m6u, tdng acid uric.
-..:Hrcm gap

n6i lo4n hQ thOng miSn dlch: Phir mach /phdn ftng ph6n vQ/ph6n ve b6t thuong bao g6m s6c.

Rdi lo4n tdm thAn: NhAm l6n, b6n ch6n.

n6i lo4n gan mQt: Vi€m gan, suy gan, vdng da.

R6i lopn da vh mO dudi da: HQi chung Stevens-Johnson, hoai tft bi6u bi nhi6m dQc.

Xdt nghiQm: Gi6m natri m6u.

Qu6 li6u vi c6ch xfr tri

Qud li€u:
Kh6ng c6 dQc tinh d6ng k0 xAy ra khi ding etoricoxib li€u dcrn dtin 500 mg vd li6u nhiAu lAn dtln
150 mg/ngdy, trong 2l ngdy ry c6c thri nghiQm l6m shng.

Dd c6 nhirng b6o c6o vA sri dqng qu6 li6u etoricoxib c6p tinh, nhtmg kh6ng c6 b6o crio vA t6c dgng
U6t tql xtty ra o phin l6n c6c truong hqp qu6 liAu. C6c t6c dung U6t t.oi ptrO UltSn nh6t dugc ghi nhan
d€u phi hqp v6i d[c tinh an todn cta etoricoxib (nhu citc titc dung tr€n du]ng ti6u h6a, tr6n mach
m6u th6n).

Xh tri:
Trong trudn ob hqp a I leu dleu tri ti le itp dung cac biQn ph6p h6 trg thucrng dirn (}

b)) nhu
neulo bo ch6t chua

qu

thu kh6
hqp

t eu

nen
theo d5i tr6n am YA
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Kh6ng th6 lo4i b6 etoricoxib bing thAm phdn m6u, vdn chua bi6t 16 c6 th6 dirng th6m phdn phirc
m4c dC lo4i bo etoricoxib hay khOng.

D{c tinh dugc h;c hgc:
Nh6m dugc ly: Thu6c ch6ng vi6m vi ch6ng th6p khtip, kh6ng steroid - C6c coxib.

ME ATC: M01AH05
Etoricoxib ld thu6c kh6ng vi€m kh6ng steroi,J Q\fSAID) c6 hoat tfnh kh6ng vi6m, giAm dau, gi6m s6t ve

ld ch6t ric ch6 cyclooxygenase-2 (COX-2) manh, r6t chgn Ioc, c6 hoat tinh khi u6ng.

NSAID t6c dr,rng bing c6ch ric ch6 ho4t dQng ctra m6t chAt trong co thi5 duoc goi lir cyclo-
oxygenase. Cyclo-oxygenase ld enzym tham gia viro sin xu6t c6c prostaglandin, d6p ring vdi ch6n

thuong hoflc mQt sO Uenn nhdt dinh. C6c prostaglandin gdy dau, sung vir vi6m. Vi NSAID ngdn chin
viQc sin xu6t cria c6c prostaglandin, thu6c c6 hiQu qua gidm dau vd vi6m.

Sg ric ch6 chgn lgc COX-2 do dirng etoricoxib dd lim gidm cdc d6u hipu vdr triOu chtmg ldm sdng

nlry ctng vdi giim dQc tinh o dulng tiOu h6a md khOng c6 ttrc dung lOn chric ndng ti0u cAu. Trong
.t.- " : ,;^
tat ca c6c nghi€n cfru dugc lAm sirng, etoricoxib co tdc dqng ri'c ch€ COX-2 phq thuQc vio li0u sri

dr;ng mi khdng tic chr5 COX-I khi dtrng li6u diln 150 mg m6i ngdy

Dic tinh dugc tlQng hgc:

Hiip thu: Etoricoxib dugc h6p thu t6t qua dudng u6ng. Trung binh. sinh khA dung duong u6ng d4t
gAn 100% vd thoi gian d4t n6ng dQ dinh trong huy6t tuong ld I gio. 

,

Phdn phtii: Khodng 90o/o thu6c gin v6i protein mi kh6ng g6y ra nhirng bi6n d6i <16ng k6 v0 mirc d0
vir t6c d0 h6p thu khi su dung cung v6i thti'c dn

Chuy1n h6a, thdi tri; Etoricoxib duoc chuy6n h6a ch0 y6u o gan boi cyto
dugc bdi tii5t qua nudc ti6u, chri ytiu c6c d4ng chuyi5n h6a trong d6 kh6ng
t6c dgng ric ch6 COX-2 hodc COX-1 ddng k6.

Thdi gian brln thii cta etoricoxib ld 22 gitt.

Qui c6ch tl6ng g6i: HQp 3 vi,6 vi, l0 vix l0 vi6n ndn bao phim.

Di6u ki6n bio quin, h4n dtng, ti6u chuin ch6t lu'qng cfra thu5c:
Di6u kiQn bio quin: OC O nnigt d6 du6i 300C, tr6nh Am vi 6nh s5ng.
Hqn dtng cfra thudc: 36 th6ng kC ttr ngdy s6n xu6t.
Ti6u chu6n ch6t luqng: TCCS.

TGn, dia chi cria co sO sin xu6t thu6c:
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