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Celecoxib 100 mg

Hard

Vien nang cr?ng

Dang Minh D(Ic
Hop 3 vi x 10 vi6n nang c[ong
Box of 3 blisters x 10 hard capsules

M6i vien nang crrng chua: Celecoxib 100 mg

Ta duqc vua di cho............ lviCn nang cung
Each hard epsule mntains: Celecoxib.........100 mg

Excipients q.s. for.............................1 hard €psule
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I CO PHAN

dtng theo don thu6c

HTIONG DAN SU DUNG THUOC

CONOGES lOO
ir',,r l*l

BOSTON
em.

d6n sri dgng truri,c khi dtng
THANH PHAN

M6i vi€n nang cimg chfa

Thdnh phAn hopt ch6t:

Celecoxib 100 mg

Thdnh phAn tri duoc:

Lactose monofydrat, natri lauryl sulfat, povidon K30, natri starch glycolat, acid citric, magnesi
stearat, nang s6 3 (th6n mdu tr[ng, ndp mdu trdng).

DANG BAO CHE

Vi6n nang cimg sO 3, nip mdu tring, thAn mdu tring, b6n trong chfa bQt thu6c mdu tring d6n
tr6ng ngd.

CHi DINH

' Didu tri triCu chimg cria tho6i h6a khcrp (Osteoarthritis, OA) vd vi6m khop dang th6p
(Rheumatois arthritis, RA).
. Gi6m nhe c6c d6u hi0u vd triQu chimg cria vi6m cQt s6ng dinh khorp (Ankylosing spondylitis,
AS).

. Kitim so6t dau c6p tinh.

. Didu tri rlau bUng kinh nguy€n ph6t.

LIEU DUNG VA CACH DUNG

Liiu dilng:

Ngudi l6n
. DiAu tri triQu chimg trong tho6i h6a khcrp (OA): Li6u khuy6n nghi cta celecoxib ld 200 mg dung
li6u don hoac 100 mg,2lAn m6i ngay.

. Didu tri triQu chimg trong vi6m khdp dang th6p (RA): Li6u khuytin nghi cta celecoxib ld 100

mg hodc 200 mglngdy, dtng I lAn hay chia thdnh 2l6rn/ngity.

. Vi€m cQt s6ng.dinh khcrp (AS): Li6u khuy6n nghi cira celecoxib ld 200 mg dung li.eu dcrn ho4c
100 mg dtng 2 l6n m6i ngdy. MQt s6 bQnh nhdn c6 th6 dat hiQu qui di6u tri t6t hcrn n6u dtng t6ng
li6u mdi ngdy 400 mg.

. Ki6m so6t dau c5p tinh: LiAu khuyi5n nghf khdi dAu cta celecoxib ld 400 mg, dung ti6p theo liAu
200 mg n6u cAn trong ngdy diu ti6n. Tron g chc ngdy tiiip theo, lidu khuytin nghf ld 200 mg/ngdy,
dung 1 lAn hay chia thinh 2lin/ngiry khi cAn.

. Di6u tri dau bung kinh nguyEn ph6t: Li6u khuy6n nghi khoi dAu ctia celecoxib ld 400 mg, ti6p
theo v6i li6u b6 sung 200 mg trong ngdy diu ti6n n6u cAn. Trong c6c ngdy ti6p theo, li6u khuyiSn

nghi ld 200 mglngdy, dtng I lAn hay chia thdnh 2ft,nlngity khi cAn.

\(

1

TY

{

https://nhathuocngocanh.com/



Nhirng ngudi chuyiSn h6a kdm qua CYP2C9: Nhfrng bQnh nh6n d6 bi6t hoac nghi ngo chuytin hoa
kdm qua CYP2C9 dga tr6n ti6n su/kinh nghiQm vdi c5c co ch6t cria CYP2C9 khac cAn th{n trong
khi dirng celecoxib. git OAu diAu tri voi ti0u bing % HAu khuy6n nghi th6p nh6t 1*.- pt Ai
Tuong t6c cfra thu6c vd Dugc tlQng hqc).

Ngudi cao tu6i; Nhin chung kh6ng phni di6u chinh li6u. Tuy nhi6n, v6i ciic bqnh nhAn cao tu6i c6
c6n n{ng dudi 50kg, n6n bit rlAu di6u trivdi liAu khuyiSn nghf thAp nh6t.

Ctich ding:
Yi6n nang celecoxib, vdi liAu dirng d6n 200 mg/ngdy, dung 1 lin hay chia thdnh 2 l,drnlngiry co

thO dung ctrng thric 6n hodc kh6ng.

Ciic nguy. co tr6n tim mach cta celecoxib c6 thti t5ng theo lidu vd thcyi gian dtng thu6c, n6n
dung li6u thdp nh6t trong thoi gian ngin nh6t c6 th6.

V6i benh nhdn kh6 nu6t viCn nang, c6 th6 cho lugng thu6c trong vi6n vdo sinh t6 t6o, ch6o,
siia chua hoflc chu6i nghiCn nrlt 116 u6ng ctng. Khi d6, ph6i cho todn bQ lugng thu6c vdo khodng
mQt thia nh6 nu6c sinh tO t6o, ch6o, sira chua ho4c chu6i nghiCn nht b nhiQt dQ phdng vd ph6ix ,. ,

udng ngay v6i nu6c. Lugng thu6c d5 trQn vdi nu6c sinh td tiio, chiio ho{c sta chua 6n dinh trong
khoing 6 gio khi bAo qudn trong tri lanh (2"C-8'C). Khdng dugc b6o quin trong tri l4nh lugng
thu6c dd trQn vdi chu6i nghiCn n6t md phii u6ng ngay.

+ Suy gan: Kh6ng cAn di6u chinh liOu tr6n bqnh nh6n suy gan nhg (Child-Pugh nh6m A).

Dtng celecoxib theo liAu bing mQt nria li6u khuy6n c6o cho c6c bQnh nh6n vi6m khop hoflc bi
dau trong suy gan vtla (Child-Pugh nh6m B).

Chua co citcnghi€n criu tr6n benh nh6n suy gan nflng (Child-Pugh nh6m C) I
-/

+ Suy th4n: Khdng cAn chinh liAu v6i c5c bQnh nhdn suy th4n vira vd nhe. Chua c6 circ nghiCn ,/
cfu idm sdng tr€ni6c benh nhAn suy th4n n4ng. I

+ Ding t<tit frq,p v6i fluconazol: NCn dtng celecoxib v6i li6u bing mQt nria li6u khuytin c6o ).
tr6n nhirng b€nh nhdn dang di6u trf vdi fluconazol, mQt ch6t ric ctrti CypZCg. CAn th4n trgng \
lrri^olt re 

^rle;G 
celecoxib voi cac lrr N i" 

"n6 
cwzcg. Q \

CHONG CHi DINH

Celecoxib ch6ng chi ilinh d6i vOi: \

Bgnh nhdn c6 tiAn sri quri m6n v6i celecoxib hoac U6t ty thdnh phAn ndo cria thu6c. 
:

BQnh nhdn c6 ti6n sri qu6 m6n v6i sulfonamid. ,

C5c bQnh nhdn c6 tid,n sri hen, mdy day ho{c c6 ciic phin ung kitlu di ung lau khi dtng acid i
acetylsalicylic (ASA [aspirin]) hoflc ciic NSAID kh6c, bao g6m c6c thu6c r?c ch0 chqn lgc COX-2

kh6c

Di6u tri dau trong ph6u thu4t gh6p mpch rlQng m4ch vdnh nhdn t4o (CABG) (xem phAn Cflnh

brfo vir th$n trgng khi dtng thu6c).

Nguy co xu6t huyi5t ti6u h6a, 1o6t d4 ddy trl trdng.

Benh thi6u m6u cuc b0 co tim, bQnh mach ngo4i bi6n, bQnh mach m6u ndo, suy tim sung huy6t II-
IV theo hQi tim mach New York NYHA.

Suy th4n n{ng, suy gan n[ng.

cANn sAo vA THAN TRQNG KHI DUNG THUoc

Cfctic tlQng tr6n tim m4ch

2
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Huyh khdt tm mqch:

Ciic thu6c chdng viOm kh6ng stero-id (NSAIDs), kh6ng phii aspirin, dtng ducmg todn th6n, c6 thtl
ldm tlng nguy co xu6t hi6n bi6n c6 huytit ttrOi tim *u.h, bao g6m ca nfrdi m6u co tim vd ddt quy,
c6 th€ d6n di5n tri vong. Nguy co ndy c6 th6 xuAt hi6n s6m tiong vdi tuAn dAu dung thu6c vd c6
th6 tang l6n theo thoi gian dung thu6c. Nguy co huy6t ttrOi tim m4ch dugc ghi nhQn cht y6u o
li6u cao.

Biic si cAn d6nh gi6 dinh ky sU xu6t hi6n cria c6c bi6n cO tim mach, ngay cttkhi bQnh nhdn kh6ng
c6 cdc triQu chimg tim mach tru6c d6. BQnh nhdn cAn dugc c6nh b6o v0 ciic triQu chring cria bii5n
c6 tim m4ch nghiCm trgng vd cAn thlm kh5m b6c si ngay khi xu6t hiOn c6c triQu chimg ndy.

Eii. ginm thiiSu nguy co xuAt hi6n bi6n cti b6t lgi, cAn sri dung celecoxib 6 li6u hdng ngdy thAp
nhdt c6 hiQu qud trong thoi gian ngln nhdt c6 thO.

Hai thri nghiQm lAm sdng l6n, c6 AOi chtmg v0 mQt NSAID t6c dQng chon lgc tr6n COX -2 l<hirc
trong di6u tri dau 10-14 ngdy ddu ^sau khi phiu thupt gh6p m4ch ilQng T?ch vdnh nh6n tao
(CABG) cho th6y c6 su tdngty l0 nh6i m6u co tim vd d6t quy (xem phAn Chiing chi tlinh).

Celecoxib kh6ng phii ld mQt ch6t.thay thtf cho acid acetylsalicylic.trong dg phong c6c bQnh tic
nghEn huyOt khdi tim mach do thi6u t6c dQng tr6n chfc n[ng ti6u c6u. Bcvi vi celecoxib kh6ng ric
chti sg tctit tflp titiu ciu, kh6ng n6n ngring c6c tri liQu kh6ng ti6u cAu (vi du acid acetylsalicylic).

Tdng huyAt dp

Cfing nhu t6t c.icirc NSAID, celecoxib c6 thti ldm khoi ph6t contlng huy6tiryhogc ldm tinh
tr4ng tdng huy6t 6p vdn c6 n{ng th6m. ci hai y6u t6 ndy ddu c6 thO ldm tdng bitin c6 tim mach.
NCn thfln trong khi dung cric NSAID, k6 ci celecoxib trOn bQnh nhdn tdng huyi5t 6p. CAn theo d6i
huy6t rip chflt che khi U6t AAu diOu trf vdi celecoxib cf,ng nhu trong su6t thoi gian di6u trf .

tJ dich vd phir:

Cfrng gi6ng nhu c6c thu6c co titc dUng r?c chi5 t6ng hqp prostaglandin, phu nd vd ri dich da gap

tr6n mQt sO bgntr nhdn dtng celecoxib. Do d6, cAn theo d6i ch4t chE bQnh nhdn bi suy tim sung

huy6t hoflc t[ng huytit 5p tt trudc. NCn dung celecoxib th4n trgng cho c6c bqnh nhdn dE bi t6n

thucrng chuc nlng tim, phtr hoflc c6c tinh tr4ng c6 khi ning trd nOn trAm trgng hcrn do ri dich vd

phu bao g6m nhtng ngudi dung thu6c lgi ti6u, hoflc c6 nguy co giim th6 tich mAu.

Chc thc dQng tr6n dudng ti6u h6a:

Thring ducrng tiOu h6a tr6n vd dudi, 1o6t hoflc .chhy m6u d6.xhy ra vdi c6c bOnh nhdn dt+g
celecoxib. Nhirng bqnh nhdn c6 nguy co cao nhat,bi nhirng bi6n chimg rluong ti6u h6a loai n{
khi dtng ciic thu6c NSAID bao g6m: ngudi cao tu6i, bQnh nhdn bi cric benh tim mach,bQnh nha|
rlang dtng aspirin, c6c glucocorticoid hoflc cric NSAID kh69, btl nhdn dung thric u6ng 

"o 
q.$fl

hoac benh nh6n c6 ti6n sri ho4c dang bi c6c bQnh duong ti6u hoa ti6n tri6n nhu lo6t, c6c tinh tr4fig

chiy m6u ho{c vi0m duong ti6u h6a. HAu htit cilc b6o c6o ng6u nhi6n vd c6c truong t gp ty vong

do bi6n cO tr$n ducrng tiOu ho6 c6 li€n quan d6n celecoxib ld tr€n c6c bQnh nhdn th6 chdt y6u ho4c
l.

nguol cao tuol.

Cic t6c tlQng tr6n thfn:
Cric NSAID bao gdm celecoxib c6 th6 gdy dQc cho th4n. C6c thri nghiQm 16m sdng v6i celecoxib

d[ chi ra circ t5c dQng tucrng tg nhu v6i c6c NSAID kh6c dugc so s6nh. BQnh nhdn c6 nguy co

nhi6m dQc than cao nhAt ld nguoi suy chric nlng th4n, suy tim, suy chric n[ng gan vd ngudi cao

tu6i. Can theo d6i cAn th4n nhirng bQnh nhdn ndy khi di6u tri bing celecoxib.

t
[<

\

I
J
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CAn than trong khi bit dAu di0u tri cho b6nh nh6n bi mAt nu6c. Tru6c ti6n n6n bt nudc cho benh
nhdn r6i m6i b6t diu ctiAu tri bing celecoxib.

B6nh th0n ti6n tri6n: CAn theo d6i ch4t ch6 chric nang thfln cr bQnh nhdn bi b6nh th6n ti6n tri6n
dtng celecoxib.(xem phAn Li6u dtrng vi cich dtng).
Phin rfrng phfln vQ:

Cfrng nhu c6c thu6c NSAID n6i chung, cdc phhnrlmg phin v0 dI xhy ratr6n c6c b6nh nhdn dung
celecoxib (xem phAn Chiing chi rlinh).

Cric phin rfrng nghiGm trgng trGn da:

C6c phdn img nghiCm trong tr6n da, mQt s6 d6n ittin tt vong, bao gdm vi6m da tr6c v6y, h6i
chimg Steven-Johnson, vd ho4i tri biOu bi nhi6m d6c, d[ duoc biio c6o nhtmg r6t hitim g5p trong
sri dpng celecoxib. Bqnh nh6n thudng c6 nguy co cao v6i c6c bitin c6 ndy trong giai do4n sdm
cta quii trinh diAu tri, chc trudng lqp ndy xay ra chri ytiu trong th6ng dAu ti6n dung thu6c. CAn
ngLmg dtng celecoxib ngay khi xu6t hiQn mAn d6 da, t6n thucrng niOm mac, ho[c U6ity d6u hiQu
qua man nao.

Chc t6c tlQng tr6n gan:

Chua c6 nghi€n cuu tr6n c6c bQnh nhdn suy gan n{ng. (Child-Pugh nh6m C). Kh6ng su dung
celecoxib tr6n c6c bqnh nh6n suy gan nAng. Celecoxib cdn dugc sri dpng th4n trgng trOn c6c b6nh
nhdn suy gan.vira (Child-Pugh nh6m B), vd n6n bit rlAu vdi liOu bing mQt nua liAu khuyi5n ciio
(xem ph6n Li6u dtng vdr Crlch dtng).

Chc tirc dpng kh6ng mong mu6n nghi€m trgng hi6m g{p tr6n gan, bao g6m vi6m gan kich ph6t
(mQt s6 trudng hqp gdy tri vong), hoai tri gan vd suy gan (mQt s6 trudng hqp g6y tri vong ho{c
c6n ph6i ghdp gan) dZ dugc biio c6o vdi celecoxib.

BOnh nh6n c6 ciic triQu chimg valhoflc d5u higu cria
ganbdt thucrng cAn dugc theo d6i chflt che vA c6c
trgng hcm trong quri trinh di6u tri v6i celecoxib.

Sfr dgng tldng thoi vrfi thuiic chiing tl6ng miu tludng u5ng:

Viqc sri dUng ddng thdi c6c NSAID vdi thu6c ch6ng d6ng m6u ducrng u6ng ldm tdng nguy co
xuAt huytit vd cAn dugc sri dpng th4n trong. C6c thu6c chdng d6ng m6u duong u6ng bao gdm cilc

thudc dang warfarin/coumarin vd ciic thu6c ch6ng tl6ng m6u dudng udng th6 hO m6i (vi dp:

apixaban, dabigatran vd rivaroxaban). Dd c6 bilo c6o v6 trudng hqp ch6y mriu nghiOm trgng tr0n
c6c bqnh nhAndang dirng ddng thoi v6i warfarin hoflc circ chit tucrng tg, trong d6 c6 mQt s6

trudng hqp gay tri vong. Do dd c6 b5o c6o vti tang thdi gian prothrombin (INR), t6c dgng ch6ng

d6ng/INR c6n dugc theo d6i.o ,qirng bgnh nh6n ding thu6c chpng d6ng d4ng warfarWcoumarin
hoflc chinh li6u sau khi b[t ddu diOu tri bdng celecoxib (xem phdn Tuong tic cria thu6c).

T6ng quan:

V6i t6c dung gi6m vi€m, celecoxib c6 thr5 ldm md cdc dithiQu chAn do6n, vi du nhu triQu chimg
sdt trong chAn doSn nhi6m trung.

CAn tr6nh dtng d6ng thcri celecoxib v6i mQt thu6c NSAID kh6ng phii aspirin.

tlc ch6 CYP 2D6:

Celecoxib cho thAy c6 khi ning ric ctrti CypZD6 & mric trung binh. OOi vOi nl-,"ng thu6c dugc

chuyi5n hoa boi iWZOe, cO ttr6 cAn phii gi6m liAu trong thoi gian Uat AAu di€u trf bing
celecoxib ho4c tdng li€u khi ngung tliCu tii bing celecoxib (xem phAn Tucrn gtirc cria thu6c).

suy gan ho4c ngudi c6 x6t nghiQm chric nlng
d6u hieu ph6t tri6n ph6n img tr€n gan trAm

I
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stl nqNc rHuoc cHo pHU NII co rHAr vA cHo coN BU

Su dunp:tJu&ic cho phu nfi c6 thai

Chua c6 nghi0n criu tr6n php nfi c6 thai. MQt s6 nghiOn criu tr6n dQng vpt cho thAy c6 dQc tinh
tr0n sinh sin. Chua co citc dft lieu tuong duong tr6n ngudi.

Celecoxib, cfing nhu c6c thu6c t?c ch6 tdng hqp prostaglandin kh6c, c6 th6 g6y vd luc co tri cung
vd d6ng s6m 6ng tlQng mach chri, kh6ng n6n dtrng celecoxib vdo 3 th6ng cuOi c,ia thai kj,.

Chi nOn dtng celecoxib khi mang thai n6u loi ich c6 th6 c6 t16i vdi ngudi mQ vuqt trdi nguy co
ti6m tdng ddi v6i thai nhi.

Uc chti tdng hqp prostaglandin c6 th6 gdy 6nh hu&ng U6t t.7i cho php nir mang thai. D[ li6u tt c6c
nghiCn cuu dich tE cho th6y nguy co s6y thai tr,r phrit t[ng l6n sau khi dung ciic thudc ric ch6 t6ng
hqp prostaglandin trong giai do4n sdm cria thai ky. Dtng cdc thu6c ric chti tdng ho,p

prostaglandin trdn clOng v4t cho th6y nguy ccr s6y thai tang i6n o giai do4n trudc vi sau khi phdi
ldm t6.

Anh huong tr6n kh6 n[ng sinh sin: Dua trOn co ch6 hopt dQng, vi€c sri dpng c5c NSAID, kC cA

celecoxib c6 thti gdy tri hodn ho{c ng6n c6n sU ryng tnmg, li6n quan tltin hiQn tugng vd sinh c6
th6 phuc h6i d mQt s6 phy nii. Nhirng phg ntr kh6 thu thai hay dang chira v6 sinh, cAn cdn nhic
viQc ngtng dung c6c NSAID, bao gdm ci celecoxib.

Phu nfi cho con bil
Nghi6n criu tr6n chuQt cho th6y celecoxib duoc bdi ti6t qua sira v6i n6ng clQ tucrng duong v6i
ndng rtQ trong huy6t tuong. Tr€n phu nt cho con bri dirng celecoxib, rAt ft celecoxib xu6t hign
trong sta. Vi c6 thi5 c6 firc dpng kh6ng mong mu5n cta celecoxib tr6n trd dang b[ me, tiry theo
lgi ich cria thu6c vdi ngudi mg, n6n cdn nh6c ngtmg thu6c hay ngtmg cho con bri.

ANU HrroNG cuA THUoc rtN KHA NANG rAr xn, vAN HANH rvrAy Moc
Chua c6 nghiCn criu vd t6c dQng cta celecoxib tr6n khi ndng liii xe vd vfln hdnh m6y m6c, nhtmg
dga trdn c6c d{c tinh dugc lgc hgc vd m6 ti t6ng qurit v0 an todn, c6 th6 khdng c6 6nh hucrng.

TTIONG TAC, TI'ONG KY CUA THUOC

Twons tdc cfia thu6c

T6ng quan: Celecoxib chri y6u chuy6n h6a qua cytocrom P450 (CYP) 2C9 tqi gan. CAn th4n

trgng khi dung celecoxib tr€n bQnh nhdn tl6 bi6t hopc nghi ngo chuytin h6a qua CYP2C9 kdm dya
^ .).

tr6n ti6n su voi c6c co chdt khric cria CYP2C9 vi n6ng dQ thu6c trong huy6t tucrng c6 th6 cao b6t

thucrng do gi6m dQ thanh th6i chuy6n h6a. NCn bit dAu diOu triv6i liAu bing mQt nria li0u khuy6n
nghi (xem phin Li6u dtng vi cich dtng vd phAn Duqc tlQng hqc).

Viec sri dpng d6ng thoi celecox.ib v6i..r".*6,.uc ch6 CYP2C9 c6thtidSn il6n viQc tdng n6ng dQ

celecoxib trong huytit tuong. Vi v4y, co th6 cdn gi6m li6u celecoxib khi celecoxib dugc sri dpng

ddng thoi vdi ciic ch6t ric ctrti CWZC9.

ViQc sti dgng celecoxib d6ng thoi vdi chc chit c6m ring CYP}C} nhu rifampicin, carbamazepin

vd barbiturat c6 th6 ddn Atin viQc gi6m n6ng dO celecoiib trong huy6t tuong. Vi v4y, c6 th6 cAn

tang liAu celecoxib khi celecoxib duqc sri dpng d6ng thoi v6i c5c ch5t cam tmg CYP2C9.

Nghi6n criu dugc dOng hgc vd nghiOn ciru in vitro cho th6y mflc dt celecoxib kh6ng phii ld co

ch-6t nhmg n6 c6 t6c dpng ric ch6 CYP2D6. Do d6 c6 thtl c6 tuong tdc in vivo gifta celecoxib v6i
c6c thudc chuy6n h6a boi CYP2D6.

Vrfi cric thu6c cg th6
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Tucrng tdc gifia celecoxib vd warfarin hodc cdc thudc tuong tu: (xem phAn Cinh bio vi th6n
trgng khi dtng thuiic).

Lithium: O d6i tuqng khoe m4nh, n6ng dQ lithium trong huy6t tucrng t[ng kho6 ng l7o/o khi dung
d6ng thoi lithium vd celecoxib. Cin theo doi chAt che Uenn nhdn ding elcu tri bing lithium khi
dtng celecoxib ho{c ngirng dtng celecoxib.

Aspirin: Celecoxib kh6ng 6nh hutrng d6n tric d6ng kh6ng titiu cAu cria aspirin liAu th6p (xem phin
Cinh b6o vit th$n.trong khi dtrng thu.iic). Vi kh6ng c6 tdc d6ng tr6n ti6u cAu, celecoxib tt Org
ph6i ld ch6t thay th6 cho aspirin trong di6u tri dy phong b0nh tim mach.

Cdc thudc chiing tdng huy€t dp bao gim cdc chdt *c chd men chuy€n angiotensin (ACEI), chiit
dA.t khang angiotensin II (cdn duqc gai ld thuiic chgn th7 th€ ongiotensin, ARB), cdc thu6c lqi
ti6u vd cdc thu6c chen beta: Vi6c fc ch6 prostaglandin c6 th6 ldm gi6m tric dgng cta c6c thu6c
ch6ng tang huy6t 6p bao.gdm ACEI vd/tro{c ARB, thudc lqi ti6u vd thu6c chen beta. Cdn luu y
tucrng t6c ndy khi dung ddng thoi celecoxib v6i ACEI valho{c ARB, thu6c loi ti6u vd thu6c chen
beta.

pOi vOi b6nh nhdn cao tu6i, bi ginm th0 dich (bao gdm cd nhirng ngudi ilang dtng thudc lqi ti6u)
hoac bi tdn thuong chuc nlng th4n, vi0c dung ddng thoi thudc NSAID, bao g6m thu6c uc ch6
chgn lgc COX-2, vdi thu6c ric ch6 men chuyi5n angiotensin, c6c ctr6t OOi khring angiotensin II
ho4c thu6c lgi tii5u c6 thtl d5n di5n t6n h4i chuc ndng th4n bao g6m suy than c5p tinh. Cric tric
dgng ndy thucrng c6 thi5 phUc h6i- Vi vfly, cAn thpn trong khi.sri dpng d6ng thoi nhirng thudc ndy.
Cdn cho bQnh nhAn u6ng nu6c tldy dri vd vC mlt l6m sdng cdn theo ddi, dhnh gi6 chric ndng thdn -:
khi bit dAu cli6u tri k6t hqrp vd d6nh giri theo dinh kj, sau 116.

Lisinopril: Trong mQt nghiOn cr?ul6m sdng kdo dei 28 ngdy o bQnh nh6n tlng huy6t iry_giai do4n I .,

vd.II t16i ih*g bing lisinopril, k6t qui cria viQc sri dpng celecoxib 200 mg hai lAn m5i ngiy cho ')

th6y huy6t iry tdm thu hodc tdm truong trung binh hing ngdy, duoc x6cdinh bing phucrng ph6p ]
theo d6i huy6t rip luu dQng24 gid, kh6ng tlng c6 y nghTa vC m4t l6m sdng khi so s6nh vdi rli6u tri i
bing gi6 dugc. Trong nhtng bQnh nh6n sri dpng d6ng thoi v6i celecoxib 200 mg hai lAn m6i i=
ngdy, 48Yo dugc xem ld khdng rlip tmg v6i lisinopril vdo ldn th[m kh6m cu6i ctrng (nghia ld

huy6t rip tdm truong >90mmHg hoflc huy6t {ry 6m truong tdng>l\oh so vdi mfc co so), so vdi
27% 6 bqnh nh6n sri dpng d6ng thoi v6i gi6 dugc; sy kh6c biQt ndy c6 y nghia vC mpt th6ng k6.

-.s
Cyclosporin: Do c6 t6c dung trOn prostaglandin th4n, c6c NSAID c6 th6 ldm t[ng nguy co nhiSm

dQc thfln do cyclosporin.

Fluconazol vd ketoconazol: Dung tt6ng thdi fluconazol liAu 200mg, 1 lAn/ngdy ldm tdng g6p d6i

n6ng dQ celecoxib trong huy6t tucrng. ViQc tlng l6n ndy ld do tiic dQng ric chti sU chuytln h6a cria

celeioxib qua CYP P45b 2Cg bbi fluconazol. Celecoxib n6n 9oq. sri dpng v6i li0u bing mQt nria

li6u khuytln crio o bQnh nhdn dang dtng fluconazol, mQt ch6t ric ch6 CYP}C} (xem phAn Liiiu ';

dtng vir cich dnngj. Ketoconazol, mQichAt ric chti CYP3A4, kh6ng c6 t6c dr,rng fc ch6 chuyi5n

h6a celecoxib d6ng kC tr6n l6m sdng.

Dextromethorphan vd metoprolol: Sir dUng d6ng thoi celecoxib 200 mg hai lAn m6i ngdy d6n d6n

viQc tang lAn iuqt 2,6ldnre 1,5 lAn nOng itO d&tromethorphan vd metoprolol trong huyiSt tucrng

1co chAtiri a CYP2D6). ViQc t[ng 16n nay ta ao.su tic chi5 cria celecoxib lOn sg chuy_i5n h6aco ch6t

cria CYP2D6 qua CYP2D6. Vi.vdy, c6 th0 cdn gi6m 1i6u lugng cria c6c.thudc.ld co ch6t cria

CYP2D6 khi blt <tiu <1i6u tri blng celecoxib ho{c t[ng liOu khi ngtmg diOu tri blng celecoxib

(xem phAn Cinh b6o vi thfn trgng khi dtng thuiic).
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Thu6c tqi fieu: Crlc nghiCn cr?u l6m sdng cho th6y tr6n mdt sO Uenn nhdn, NSAID c6 thti ldm gidm
t6c dung tlng thii natri qua nu6c ti6u cria furosemid vd thiazid bing c6ch ric ch6 t6ng hqp
prostaglandin.

Methotrexaf: Khdng quan s6t th6y tucrng t6c duoc dQng hoc vd ldm sdng quan trong ndo trong
nghi0n criu l6m sdng gifta celecoxib vd methotrexat.

Cdc thudc ffdnh thai dudng udng, Trong mQt nghiCg c,ru tuong t6c, celecoxib kh6ng c6 tircd6ng
16 rdng tr6n l6m sdng vdi dugc dQng hgc cria thu6c tr6nh thai duong u6ng loai ktit h-o. p (lmg
norethindrone/0,03 5mg ethinyl estradiol).

Cdc thu6c khdc: Chua c6 brio ciio tuong tiic quan trong ndo vd m[t l6m sdng gitra celecoxib vd
thudc khrlng acid (nh6m vd magnesi), omeprazol, gJibenclamii lgtyUurid), phenytoin hodc
tolbutamid.

Twong kv
Do kh6ng co citc nghiCn criu v0 tinh tucrng ky cria thu6c, kh6ng trQn l6n thu6c ndy v6i c6c thu6c
kh6c.

TAc DUNG ru6Nc MoNG MUoN
Nguy co huytit ttrOi tim mach (xem muc Cinh b6o vi thfn trgng khi dtng thui5c).

TAn su6t dugc phdn loai nhu sau: R6t thudng g4p (> l/10), thucrng gap (>.1/100 dtln < lll0), it
gap (> 1/1000 d6n < 1/100), hi6m g{p (> 1/10.000 d6n < l/1.000), r6t tritim g6p (< 1/10.000),
chua rO (kh6ng thti u6c tinh tii dft liQu c6 sEn).

Dil liAu tong cdc thu nghi€m ldm sdng: Citc t6c dUng khdng mong mu6n (ADR) trong Bdng I
dugc biio c6o vdi ti lg l6n hon 0,01% 6 nh6m dtng celecoxib vd cao hcrn so v6i b6o c6o d nh6m
dung gi6 dugc, trong 12 thri nghiQm ldm sdng c6 t16i chring vdi gi6 duoc valho{c vdi ho4t ch6t
khiic, k6o ddi t6i 12 tuAn, dtng li0u hdng ngdy tt 100 mg d6n 800 mg o ngudi lon. TAn su6t cria
c6c ADR tlong Bing 1 dugc cap nh4t dpa tr6n dt lieu tdng hqp tri 89 thri nghiQm l6m sdng ng6u
nhi6n c6 d6i chimg m6 ti vi€c sri dgng tr6n l6m sdng 6 38.102 bQnh nh6n dtng celecoxib.

Bing 1:

HQ co quan Trlc dgng khdng mong mu5n

Nhi6rn trtng
- Thudng gfip: vi€m ph6 quin, vi6m xoang, nhiSm khuAn ducrng h6

h6p tr6n, nhi6m khuAn dudng titlt niQu.

- it g4p, vi6m hgng, vi6m m[i.

Mriu vd he bach huytit
- it g4p:thi6u m6u.

- Hi€m gQp: gi6mti6u cAu

H0 mi6n dich

TAm thAn

- Thudng gQp: mdtngi.

- it g4p: lo ling.

- Hi€m gQp: tr4ngth6i hi l6n.

He thAn kinh - Thudng gQp: ch6ng mAt

{
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- HiAm gqp;do gi6c.
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gQp: tdngtruong luc co, ngtt

Thi gi6c -It gqp: nhin md

Tai vd tai trong - h gap; tttai.

HC tim mach
- Hi€m gdp; suy tim sung huy6t, loan nhip, nhip tim nhanh.

- It gqp: tim ddp nhanh

Mpch miiu
- Thudng gqp; tdnghuytlt rip (bao g6m ci t[ng huy6t rrp n4ng hcrn)

- HiAm gQp: db mgt.

H6 h6p, Jung nguc vd
trung thdt -Thudng gdp: ho.

HQ ti0u h6a

- Thudng gaip.'N6n mta, dau bpng, ti6u ch6y, kh6 ti6u, dAy bpng
- it gQp: lo6t dp ddy, r6i loan vd rdng.

-Hi€m g(p; loettdtrdng,lodt thuc qudn.

- R6t hitim g[p: thfing rudt, vi€m tuy.

Gan mdt -it sqp, men gan tdng (bao g6m ci tf,ng alanin aminotranferase vd
tlng aspartat aminotranferase).

Da, m6 dudi da - Thudng gfip: ngira(bao g6m ci ngria todn thdn), ph6t ban.

- it g4p: mdy day, bAm m6u.

- Hi€m gdp: phi mach, rung t6c.

- niit hi€m gqp:vi6m da bgng nudc.

Todn thdn vd tai ch6

Tdn thucrng. nhi6m dQc

vd tinh trang do thir thu4t
- it Sqp; t6n thucmg. I

a
'1

Cdc tdc m muon C6c t6c dUng
kh6ng mong *u6n xiic dinh duoc sau khi dua ra thf trudng dugc trinh bdy dudi dAy (Bdng
2). M[c dt ciic phin img ndy tlugc x6c dfnh tir ciic bilo ciio sau luu hdnh, dtr li€u thri nghiOm dE

dugc tham kh6o tt6 u6c tinh tin su6t. Nhu dd n6u tr6n, tAn su6t duoc dua tr6n tap hqp ciic thu
nghiQm m6 ti viQc dung thudc tr€n 38.102 benh nhdn.

Bing 2:

HQ co quan Tic dgng kh6ng mong mu5n

HQ mi6n dich - Rtit hi€m gQp: phhnring phin vQ

8v

- Thudng Sqp: phnngo4i bi6n.

- it Sqp.pht m{t, b6nh gi6ng crim.

l
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HQ tdm thin - Hi€m gqp:tto giitc.

HC thAn kinh - niit hiiim gqp: xu6t huytit nio, vi6m mdng n5o v6 khuAn, m6t vi
giiic, m6t khr?u gi6c.

Thi giric -it g4p' vi6m k6t mac

Mach m6u -Riit hi€m gdp: vi€mmpch.

H0 tim mach
- ntit hi€m gQp. nhip tim nhanh, tl6nh tr6ng nggc

- Chua xdc dinh rd: keo ddi khoAng QT.

Hd h5p, Jung nguc vd
trung th6t

-Hi€m gqp; nghdn mach ph6i, vi6m ph6i

HQ tiOu h6a -Hi€m gqp; ruSthuytit ti6u h6a.

Gan m4t -Hi€m gfip: vi€m gan.

- niit hi€m. gQp: suy gan, vi6m gan kich ph6t, ho4i tri gan, ri mpt,
vi6m gantdc m4t, bQnh vdng da.

Da, m6 duoi da - Hi6m gQp. phhnung nhay cim vdi 6nh siing.

- Riit,htem Soy' hQi chimg Stevens-Johnson, h6ng ban da d4ng,, ho4i
tt bi6u bi nhi6m dQc, phin img do thu6c kdm theo t6ng b4ch cAu ua
eosin vd c6c triqu chimg todn thdn (DRESS hoflc hQi chimg qu6

m5n), ngopi ban mgn mri todn th6n c6p tinh (AGEP), vi6m da tr6c
vhy.

Than vd ti6t niQu - Hi€m gdp; sny than c6p (xem phAn Cinh b6o - Chc t6c dQng tr6n
th4n), gi6m natri m6u.

- nat hiilm gqp; vi6m thfln ke, hQi chung thdn hu, vi6m ciu thfln sang

thuong tOi ttri6u.

Tuy6n vri vd hQ sinh sin - HiAm Sqp; rdi lopn kinh nguyQt.

- Chua xdc dinh duqc(*). r6i lo4n khi ndng sinh sin o nt gi6i (bQnh

suy gi6m kh6 n[ng sinh sin cr ntr gi6i) (xem phdn Sri dpng 6 php nir
c6 thai vd cho con bri).

Toirn th6n vd t4i chd - it sqp.dau ngpc

t

a

*:Phg nir c6 V dith.manq thai dugc loai khoi tdt ch ciic thir nghiQm, do i16 tham kh6o co sd dir

lieu tht nghiQm vC tAn suAt cria trucrng hqp ndy ld kh6ng hqp ly).

euA LIEU vA xlf rRi
Quti tiiu
Kinh nghiQm l6m sdng ve tinh trang quri li6u cdn h4n ch6. Otrng liAu dcrn 1200 mg ho4c da liAu

"Oi 
oO"E fib, ta r."OO mg/ngdy tr6n nguoi khoe mAnh khdng cho ihAy t6c dgng kh6ng mong mrr6n

ndo c6 y nghia v0 m{t l6m sdng.
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Xtc trf
Trong trudng hqp nghi ngd qu6 li6u, ndn co circ biQn ph6p h6 trq v6.y t<l thich hqp. ThAm ph6n
miiu khdng ph6i ld bi6n ph6p hiQu qui dti loai b6 thudc vi thudc lien ktii manh v6i protein.
Tich cuc theo d6i d6 c6 bi6n ph6p xri tri kip thoi.

Drrgc LrI. c HQC
Nh6m dugc ly: Thu6c kh6ng vi6m kh6ng steroid.

Md ATC: M01AH01.

Co chti tric dung cria celecoxib ld ric ch6 t6ng hqp prostaglandin chri y6u bing c6ch tic ch6
cyclooxygenase-2 (COX-2). O n6ng d6 tli6u tri trCn ,groi, celecoxib kh6ng Ic chti enzym
cyclooxygenase-l (COX-l). COX-2 dugc tao ra nhim rlip ung voitilc nh6n gdy vi6m.Di6s ndy
d6n d6n viOc t6ng hqp vd tich lfiy c6c prostanoid gdy ,iC*, t4. Uigt ld proitaglandin Fl2, gdy
vi6m, phu nA vd dau. Celecoxib tiic dqng nhu mQt ch6t khdng vi6m, gi6m dau, vd ha nhi6t tren c6c
mO hinh rl6ng v4t do ngdn cin quii trinh sin xufit cfuc prostanoid gdy vi6m thdng qua ftc chii
COX-2. Trong c6c md hinh u ru6t k6t o dQng vAt, celecoxib gidm tjz lQ va sU nh6n l6n cria cric
khdi u.

C6c nghi0n cfu in vivo vd ex vivo cho th6y celecoxib c6 rii lpc rdttttip vdi enzym COX-1.

Vi v4y, d li6u di6u tri, celecoxib kh6ng c6 tdc dpng tr6n c6c prostanoid dugc t6ng hqp do kictr
hoat COX-1, do d6, kh6ng 6nh huong toi circ qud trinh sinh ly binh thucrng li6n quan d6n COX-1
& m6, rtac bipt v6i d4 diy, ruQt vd tii5u cAu.

DI,qC DQNG HQC

H6p thu

Khi dung hic d6i celecoxib dE ddng dugc hAp thu vd d4t n6ng d0 itinh trong huytit tuong sau
kloang.2-3 gitt. Sinh khi dpng dutrng u6ng d4ng vi6n nang ld 99o/o so v6i d4ng h6n dich (dang
u6ng t6i uu hi6n c6). Khi dugc dtng hic d6i, c6 n6ng r10 dinh trong huyi5t tuong (C*u*) vd diQn
tich du6i ducrng cong (AUC) il€u tli lQ vdi li6u cho d6n 200 mg,zlArlngdy; o liOu cao hon, ty l0
t6ng tucrng ring cria C-u* vd AUC th6p hcrn.

PhAn b6

Tj lQ.gdn t6t vOi protein huy6t tuong (ty l9 ndy kh6ng phu.thuQc nong {0) n khodng 97% b n6ng
tlQ ili6u tri trong huy6t tuong vd celecoxib kh6ng uu ti6n gan v6i h6ng cAu.

Chuy6n h6a

Celecoxib dugc- chuy6n h6a chri y6u qua cytocrom P450 2C9.Ba.sAn phAm chuytin h6a kh6ng c6
t6c dpng r?c ch6 COX-I hopc COX-2 dugc nh4n diQn trong huytit thanh ngudi ld alcol bflc nh5t,
acid carboxylic tuong ring vd li€n ho. p glucuronid cta n6.

Hopt tinh cta cytocrom P450 2C9 gihm o nguoi c6 da hinh di truy6n vd di6u ndy d6n dtin gi6m
ho4t tinh errzym,vi dg ngudi tl6ng hqp tu v6i da hinh CYP2C9*3.

Trong nghiOn criu dugc ttQng hqc v6i celecoxib 200 mg dtng I l6n/ngdy o ngudi tinh nguyQn

kh6e m4nh, kiOu gen ld CYP2C9*1/*1, CYP2C9*I/*3, hodc CYP2C9*31*3, giir trf trung binh
C*u* vd AUCs-2a cria celecoxib vdo ng?y 7 lAn luqt ld x6p xi g6p 4 lAn vd 7 lAn, 0 nhtng nguoi c6
kitiu gen CYP2C}*3/*3, so vdi cilc kitiu gen kh6c. Trong 3 nghiCn criu don li0u ri6ng rE, c6.t6ng
cQng 5 tl6i tuqng c6 kiOu gen CYP2C}*31*3, gi6 trf AUC6-2acria li6u don tdng khoing 3 lAn so

v6i nhiing ngudi chuy6n h6a binh thulng. UOc tinh tAn su6t xu6t hiQn cria ki6u gen*31*3lilO,3Yo
tt6n 1 ,\yo 6 c6c nh6m ddn tOc khSc nhau.
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BCnh nhdn di bi6t hodc nghi ngo c6 chuy6n hoa CYP2C9 kdm dga tr6n ti6n st/kinh nghidm v6i
ciic co ch6t kh5c cria CYP2C9 nOn than tigng khi dung celecoxib. NCn xem x6t viQc bii dau dieu
tri vdi m6t nria liCu cl6 nghi th6p nh6t.

Thii trt
Celecoxib thii trir chri ytiu do chuy6n h6a qua gan v6i duoi l%o li6u dtng duoc bdi ti6t nguy6n
dang qua nu6c titiu. Sau khi dunjaa licu, trrolgiun uan thdi td 8-12;#;1doO',i*r, rnai
khodng 500ml/phft. Vdi da lidu, n6ng 116 thudc trong huytit tucrng d4t mtic 6n rlinh tru6c ngdy
thf 5. Bi6n thi6n gita c6c ddi tuqng 6 cdc th6ng s6 dugc d6ng hgc (AUC, C*u*, thdi gian b6n
thai) le khoing 3O%. th6 tich ph6n b6 d trang th6i 6n rlfnh trung binh kho6ng 500 ifiOUg tt
nguoi truOng. thdnh kh6e mpnh cho thAy sg ph6n b6 r6ng kh6p cria celecoxib vdo c6c m6. C6c
nghiCn criu tidn l6m sdng ddxic dinh thu6c qua dugc hdng rdo m5u ndo.

Anh hu0ng tr6n thfn, .

Ciic vai trd li6n quan ctia COX-1 vd COX-2 trong sinh ly th4n chua dugc bitit dAy ctri.

Celecoxib ldm giAm sU thii trri qua th6n cria PGE2 vd 6-keto PGF1 o (ryQt ch6t chuytin h6a cria
prostacyclin) nhmg kh6ng dnh huong d6n thni tru thromboxan 82.huyiSt thanh vd 1l-dehydro-
TXB2, mQt chAt chuy6n h6a cria thromboxan (ci hai dAu ld sAn phAm cria COX-l). C5c nghi€n
criu d{c tht da cho th6y celecoxib khdng ldm gi6m GFR d b€nh nhdn lcrn tu6i hoac bpnh nhdn suy
thfln m4n. C6c nghiCn cfu ndy cfrng cho thAy c6 su gi6m bdi ti6t natri tam thdi. Trong ciic nghiCn
cr?u tr6n c6c bQnh nhAn vi6m kh6p, dd quan s6t th6y tj lQ pht mach ngo4i vi tuong duong so v6i :
bQnh nh6n dung ciic thu6c ric ch6 COX kh6.ng tl{c hiqu (c[ng c6jitc dQng ric ch6 COX-2). Ei6u -

ndy th6y 16 nh6t tr€n c6c b€nh nhdn rlang diiiu tri ktlt hqp v6i thudc lqi tiCu. Tuy nhi6n kh6ng ghi
nhfln t[ng ty lQ cria t[ng huy6t 6p vd suy tim; phu m4ch ngo4i vi thucrng nhg vd tU htlt.

Anh hu&ng cria thfc in
Dtng thu6c cung thric an (gidu ch6t b6o) lim ch4m sg h6p thu cria celecoxib th6 hien qua T,,u* dat
dugc sau khoing 4 gio vd ldm sinh khi dpng tdng kho6ng 20Yo (xem phAn Li6u luqng vd C6ch ;
dung).

O nguoi tinh nguyQn kh6e manh, luqng hAp thu todn thdn (AUC) cria celecoxib tucrng duong giira
d4ng u6ng nguyOn viOn nang hopc d4ng hda tan trong nudc s6t t6o. Kh6ng c6 sg thay ddi c6 y
nghia v0 C*u*, T*u* hoSc Tll2 sat khi udng thu6c nguy6n vi6n hoflc hda tan vdo nu6c s6t t6o.

DOi trone ildc bit \
Nguoi cao tudi

O nguoi tr6n 65 tu6i, gi6 tri trung binh C,"u* vd AUC ctia celecoxib tdng lln l,S-.2 
lin.Di6u ndy :

chri y6u li6n quan d6n cdn n{ng chri kh6ng do thay d6i vO tu6i t6c, celecoxib c6 n6ng dQ cao hcrn

tr6n nhirng b6.nh nhdn c6 c6n nflng it hon vd do d6 cao hon d nhirng ngudi l6n tu6i c6 cdn nflng

trung binh thAp hcm nhirng ngroi tr6. Do vfly, phu ntr l6n tu6i c6 xu hudng c6 n6ng d9 thu6c \

trong huydt tuong cao hon ddn 6ng f* iOl- i(Oi'.fr""g n O"g cAn diOu chinhjiAu. f"/nt i6r.t, .r,6i r

cac Uenn nh6n 16n tu6i c6 cdn nflig du6i trung binh (<SO kg;, nen Uit Aiu di6u tr! bing liCu dA

nghith6p nh6t.

Chfrng tQc

MQt ph6n tich tdng hqp c6c nghiCn criu dugc tlQng hgc d5 dg dorin AUC cta celecoxib o ngudi da

rlen iao hon khonng4O|% roiOi ngudi da tring. Nguy6n nh6n vi y nghia ldm sdng cta v6n d0

ndy v5n chua dugc bi6t.

BQnh nhin suy thfn
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Tr6n ciic bQnh nhdn tinh nguyQn cao tu6i bi giim t6c d6 lgc ciu th4n (GFR) do tudi (GFR trung
binh > 65 ml/ohritll,13 m2; ve cric bQnh nhdn bi suy th4n m4n 6n dinh (GFR 35-60 mllphtt/|,73

"lm'). duoc d6ng hoc cria celecoxib duoc so siinh voi citc bQnh nhAn c6 chric ndng thdn binh
thuong. Kh6ng c6 moi lien hc dring k6 ndo ducyc tim trr6y gira 

"r;;iiri; nr;6, ir,"irr ft "ac 
d0

thanh thii creatinin) vd d6 thanh th6i celecoxib. Suy th4n n{ng kh6ng ldm thay OOi a9 thanh th6i
celecoxib do ducrng thii trir chinh cria thudc ld qua chuyi5n h6a tai gan thdnir dang kh6ng ho4t
tinh.

BGnh nhAn suy gan

Ndng dQ trong huy6l tuong cria celecoxib 6 bqnh nh6n suy gan nhe (Child-Pugh LoAi A) khdng
c6 khiic bi6t d6ng k6 so v6i n6ng dQ o nh6m tlOi ctrung cO tuOi vd gi6i tinh tuong img. TrCn ciic
bdnh nh6n suy gan vila (Child-Pugh Loai B) n6ng d6 celecoxib trong huy6t tucrng cao hcrn
khoing 2 l6n so v6i nh6m ddi chimg tuong img.

C6c dir liQu vd thfr nghiQm Iflm sing
Thodi hod khop (Osteoarthritis - OA): Celecoxib dE dugc chimg minh c6 khi ndng giAm dau
khcrp tLing kC so vdi gi6 dugc. Celecoxib dugc ddnh gi6 trong AiCu tri c6c dAu hiqu vd trGu chung
c0a tho6i h6a khop gOi va h6ng tr6n khoin g 4200 benh nhdn trong thri nghiCm ldm sdng c6 d6i
chimg vdi gi6 dugcvd v6i hopt chAt kh6c trong thoi gian tdi cta 12 tuAn. O nhirng b€nh nhdn thoili
h6a khdp, di6u tribing celecoxib l00mg hai lAn m5i ngdy ho{c 200mg mQt tAn m6i ngdy din dtin
cai thiCn dugc chi sO WOVaC @ai hoc Western Ontario vd McMaster), ld chi s6 t6ng hqp cric
d4i luqng do luong vC dau, cring khcrp vd chric nlng trong tho6i h6a khcrp. Trong ba nghiOn criu
k6o ddi 12 tuAn vd dau kdm theo bung ph6t thorii h6a khdp, cric liOu celecoxib 100 mg hai lin m6i
ngdy ho{c 20p mghai lAn m5i ngdy girip gi6m rlau d6ng kt-l trong vdng 24-48 gio ki5 tri khi bat
d6u dung thu6c.

O muc li6u 100 mg hai lAn m5i ngdy hoflc 200 mg hai lAn m6i ngdy, celecoxib dE dugc chimg
minh c6 tinh hiQu qui tuong tg nhu naproxen 500.mg hai l6n m6i ngdy. r,i6u 200 mg hai lAn m5i
ngdy kh6ng mang l4i thOm lqi ich ndo nhu dathly v6i li6u 100mg hai lAn m6i ngdy. T6ng li6u
luqng hdng ngdy la 200 mg dd tlugc chimg minh ld c6 hiQu qu6 nhu nhau cho du dung 100 mg hai
lAn mdi ngdy hay 200 mg mQt lAn m5i ngdy.

ViAm khop dqng thiip (Rheumatois arthritis - RA): Celecoxib rl5 dugc chimg minh c6 khd n6ng
ldm giAm tinh tr4ng nhric/dau khop vd stmg khop tiling kC so v6i gi6 dugc.

Celecoxib rlugc d6nh giii trong tli6u tri cric d6u hiQu vd triQu chimg cria vi6m khorp d4ng thdip tr6n
khoing 2100 bQnh nh6n trong thri nghiQm l6m sdng c6 il6i chimg vdi gi6 duoc vir v6i ho4t ch5t )
khiic trong thoi gian tOi aa 24 udn. Celecoxib cho thAy hiQu qui vugt trQi hcrn gi6 duoc trong c5c

nghiOn cftu niry, bing c6ch st dpng Chi s6 d6p ung 20 ,theo HQi Th6p khcrp hgc Hoa Kj,
(American College of Rheumatology 20, ACR20), mQt chi sd tpng hgp cric d4i lugng do luong vC

l6m sdng, x6t nghiQm vd chuc n6ng trong vi6m khcrp dang th6p. Li6u Celecoxib 100 mg hai lin :
m5i ngay vd 200mg hai lAn m6i ngdy c6 hiQu qui tuong tu nhau vd ct hai rl0u tuong ducrng vdi t
naproxen 500mg hai lin m6i ngdy.

M[c dtr celecoxib 100 mg hai lAn m6i ngdy vd 200 mg hai lAn m6i ngdy d€u Tang 14i hiQu qua

tdng th6 tucrng tu nhau, nhtmg mQt s6 bOnh nh6n nh4n dugc lgi ich l6n hcrn t-ri lilu 
?0.0 Tq.f"i_t?l

m6i ngdy. Li6u 400 mg hai ldn m6i ngdy kh6ng mang 14i thOm lqi ich ndo nhu da th6y o li6u 100

mg hay 200 mg hai lAn m5i ngdy.

Gidm dau, kd cd dau bung kinh nguy\n phdt; Trong c6c m6 hinh gi6m dau c6p tinh d6i vdi dau

sau phSu thuflt r6ng miQng, dau sau ph6u thuflt chdn thucrng chinh hinh vd dau bgng kinh nguyOn
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phiit, celecoxib ldm gi6m con dau ttr vira tdi n{ng theo diinh giri cria b6nh nhdn. Li6u dcrn tri
celecoxib girip gi6m dau trong vdng 60 phft (xem phAn Li6u lugng vd C6ch dung).

^:ViAm cot s6ng dinh khop (Anlrylosing spondylitis - AS):Celecoxib dE clugc d6nh gi6 0 c5c bQnh
nhdn mic vi6m cQt s6ng dinh khop trong hai thu nghiQm l6m sdng c6 tt6i chring ubi gia duoc vd
v6i hopt ch6t kh6c (naproxen hoflc ketoprofen) trong thoi gian 6 vd l2 tuAn.

Celecoxib b circ liAu 100 mg hai l6n m6i ngAy, 200 mg mQt lAn m6i ngdy vd 400 mg mQt lAn m6i
ngdy dE cho th6y t6c dqng vucvt trdi vC mflt th6ng k0 so vdi gi6 duoc trong c6c nghiCn cr{u ndy,
A6i vOi chba dai luqng chinh ctng drinh gi5 tinh hiQu qud bao gdm: d6nh gi6 mric dQ dau t6ng thi5
(Thang di6m u6c luqng truc quan), mric dQ hoat dQng t6ng thti cria b6nh (Thang di6m udc luqng
truc quan) vd suy gi6m chr?c n[ng (Chi s6 chric ndng vi6m cQt sdng dinh khdp Bath). Trong
nghiCn cuu keo dii 12 tuAn, khdng c6 sy khric biQt vd mric d0 cii thien giira li6u 200 mg vd 400
mg celecoxib khi so siinh mric dQ thay d6i trung binh so vdi ban dAu, nhtmg ty J9 b6nh nhAn d6p
img vdi celecoxib 400mg ld 53yo,l6n hon so v6i celecoxib 200mg, lil 44oh, blng phuong ph6p
Drinh gi6 dga tr6n ti6u chi d6p img trong vi6m c6t sdng dfnh khop (ASAS 20). ASAS 20 ilinh
nghia ngudi |ap t^g ld ngudi d4t mric tlQ c6i thiQn so vdi ban ddu it nhat 20oh vd mric dQ c6i
thiQn.tryQt d6i it nhdt ld 10 mm, trdn thang di6m tir.O d6n 100 mm, 6 it nhat ba trong tdng s6 b6n
ytiu td sau: d6nh giri t6ng th6 bQnh nh6n, dau, chi s6 chfc n[ng vi0m cQt s6ng dinh khop Bath vd
vi6m. Phdn tich d6p img cfing cho thAy kh6ng c6 sg thay rl6i ndo vd tjz lQ dAp tmg khi vuqt quri 6
tuAn.

Crlc dii liQu an tohn ti6n lffm sirng

Cric dO liQu an todn tidn l6m sdng cho th6y kh6ng c6 rui ro clflc biQt ndo cho con ngudi dua tr0n
ciic nghiCn cfu co b6n vC dQc tinh vdi liAu nhic l4i, t6c dsng gdy rlQt bi6n ho4c ung thu. C5c

nghi0n criu co bin vd dQc tinh tr€n ph6i vd thai nhi cho ki5t qun ld c6c bi6n c6 thorit vi co hodnh
tr6n bdo thai chuQt vd di tflt tim mach tr6n bdo thai tho php thuQc lieu dung. TrCn c6 2lodi, cic
inh hu&ng ndy dugc theo d6i o mftc li6u sri dgng todn thdn cao gAp 5-6lAn li6u khuytin c6o cao

nh6t tr6n l6m sdng (400 mg m5i ngdy).

TrOn chuQt c6ng, dtng celecoxib trong thdi kj,ph6t tri6n dAu cria bdo thai gdy siy thai trudc vd
sau khi tnmg ldm t6. Nhirng trlc tlQng ndy dugc quan siit o liOu xAp xi edp 6lAn liOu st dpng trOn

ngudi vd dugc cho ld do sg ric ch6 tdng hqrp prostaglandin.

DQc tinh tr6n tlQng vft
Dd c6 ghi nhan trudng hqp t[ng ti l9 bi nang tinh dfch (spermatocele) c6 ho{c khllg kdm theo

nhirng thay d6i thri ph6t nhu gi6m tinh dfch do miro tinh ctng nhu gi5n 6ng ddn tinh tir r6t nhg

dtin gian nhg tr6n chuQt chua truong thdnh. Cdc phifi hiQn tr6n he sinh :An 1?y 
m{c dt.c6.li€n

quan d6n di6u tri nhtmg kh6ng ldm tlng ti lQ hoac muc d0 nghiCm trong theo li€u dtng vi c6 th6

la tinh tr4ng ty phrit. Kh6ng ghi nh4n circ phirt hiQn tucrng tu tr6n hQ sinh sin trong nghiCn cr?u

trQn ch6 chua tru&ng thdnh, ch6 trucrng thdnh hoflc chuQt trucrng thdnh di0u tri b[ng celecoxib.

Chua Uitlt y nghia l6m sdng cria nhirng quan sdt ndy.

QUY CACU DONG GOI

Ep vi AI/PVC. HQp 03 vi x l0 vi6n nang cimg.

Ep vi AI/PVC. HQp 05 vi x l0vi6n nang cimg.

Ep vi AI/PVC. HQp 10 vi x 10 vi6n nang cr:rng.

DIEU KIPN gAO QUAN
BAo quin noi kh6, dudi 30'C, tr6nh 6nh s6ng.
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HAN DUNG

36 thingt6 ttr ngdy sAn xu6t. Kh6ng dung thu6c qu6 thoi hpn st dUng.

TITU CHUAN
,;.

I leu cnuan c0 s0.

TnN, DIA CHi CUA Co So SAN XUAr rHUOC
T6n nhd sin xu6t: cONc rY co PHAN DUOc PHAM BosroN vIET NAM.

Dia chi: Sd 43, Duong sO 8, KCN ViQt Nam - Singapore, phudng Binh Hd4 thi x5 Thuin An,
tinh Binh Ducrng, ViQt Nam.

DiQn thoai:02743 769 606 Fax:02743 769 601

Email : boston@bostonpharma. com.vn.
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