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Rx thube ké don

Tén thude:

ETROBAX 60 (Etoricoxib 60 mg)
ETROBAX 90 (Etoricoxib 90 mg)
ETROBAX 120 (Etoricexib 120 mg)
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FTROBAX 60 (Etoricoxib 60 mg):

Mdi vién chira:

Thanh phéan hoat chét: etoricoxib 60 mg

Thanh phén td duge: cellulose microcrystallin, calcium hydrogen phosphat anhydrous,
croscarmellose natri, magnesium stearat, opadry II green 35K510000.

ETROBAX 20 (Etoricoxily 90 mg):

M3i vién chita:

Thanh phén hoat chit: etoricoxib 90 mg

Thanh phin t& duge: cellulose microerystallin, calcium hydrogen phosphat anhydrous,
croscariellose natri, magnesium stearat, opadry I white 35K580003,

ETROBAX 120 {Etoricoxib 120 mg):

M&i vién chira:

Théanh phin hoat chit: etoricoxib 120 mg

Thanh phén t4 duge: cellulose microerystallin, calcium hydrogen phosphat anhydrous,
croscarmellose natri, magnesium stearat, opadry II green 32K510018.

2. Dang bao ché

Vién nén bao phim.

ETROBAX 60:; vién nén bao phim hinh trén mau xanh 14 ddm, hai mét 161, mot mit co ky
higdu E6O, mat con lai tron.,

ETROBAX 90: viéi nén bac phim hinh tron mau tréng, hai mit 151, indt mét ¢6 ky hidu E90,
mit ¢on lai tron.

ETROBAX 120: vién nén bao phim hinh trén mau xanh 4 nhat, hai mit 131, mot mit co ky
hiéu E120, miit con tai trom.

3. Chi dinh

Etoricoxib dwge chi dinh & ngudi 1on va thanh thidu nién tir 16 tudi o [én dé giam tri¢u
chimg dau cua thodi héa khép (viém khép), viém khép dang thip (RA), viém edt séng dinh
khép, gidm dau va viém ciia dot khdi phat cdp tinh bénh thng phong {gut).

Etoricoxib duge chi dinh ¢ nguai 16n va thanh thiéu nién (i 16 tudi tror [en dé didu trf ngdn

han cac con dau vira sau phiu thudt nha khoa.
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4,  Cach ding, lleu dung
Diing qua dudng uong, b thé ding chung v6i thire dn hojic xa bita &n. Higu qua ting 1én khi

dimg xa bira dn. Cén xem xél viin d& nay khi cin gidm dau nhanh.

Céc bién cb lién quan dén tim mach cia etoricoxib ¢o thé téng khi thoi gian ui ligu kéo dai,
khuyén cdo sir dung lidu thip nhit trong thod gian ngén nhat. Dap tmg tri lidu phai duoc danh
gid dinh ky, dac biét véi bénh nhin viém xuong khép man tinh.

Liéu lrong:

Viém xuong khép: liéu khuyén cédo 1a 30 mg mdi ngay mdt 1an, tang dén t5i da la 60 mg mdi
ngay mot lin néu cn thiét,

Viém khop dang thip: liéu khuyen cdo 1 90 mg mdi ngay mdt 1an.

Viém ¢t sbng dinh khérp: lidu khuyén cdo 12 90 mg méi ngay mét ldn. Trong tudng hop dau
cp tinh, etor icoxib cd thé duoe str dung dé giam dau trong giai doan niy.

Bot khéi phat cép tinh bénh théng pheng: lidu khuyén cdo 13 120 mg méi ngay mot 1an, st
dung t6i da 8 ngay.

Dau sau phéu thudt nha khoa: lidu khuyén cdo 12 90 mg mdi ngdy mot 1an, st dung tbi da 3
ngay.

Liéu cao hon heu Lhuyen cdo chira duge nghién ctru diy du vé tinh hidu qua.

Ngudi cao tudi: khdng cin higu chinh lidu.

Bénh nhin suy gan: bénh nhén suy gan nhe, liéu khéng vuot qua 60 mg mdi ngay mot lin.
Bénh nhan suy gan vita, lidu khong vugt qua 30mg moi ngay mot lan. Dir lidu lam sang dbi
v6i bénh nhin suy gan vira van con han ché, do d6 cén st dung thin trong.

Bénh nhan suy than: khéng cén hidu chinh lidu déi véi bénh nhan ¢6 do thanh thai creatinin >
30 ml/phut.

Khéng str dyng cho thanh thiéu nién dudi 16 .

5. Chong chi dinh

Qua man voi bét ki thanh phén ndo cda thude.

Loct da day ta trang hodc xudt huyét tiéu hoa da day rudt.

Bé&nh nhén c6 fién st xudt hién tridu chimg co thit phe quén, vidm mili cdp tinh, polyp miii,
phu ndi mé day hogic phan ung dj mg, sau khi udng acetylsalicylic hodc céc NSAID bao
pém thude tie ché chon loc enzym COX-2

Suy gidm chire ning gan nidng (albumin huyét thanh < 25 g/[)

Do thanh thai creatinin thén < 30 ml/phat,

Tré em va thanh thiéu nién duai 16 tudi.

Bénh viém dudng rudt.

Suy tim sung huyét (NYHA 11-IV).

Bénh nhan tang huyét ap > 140/90 mmHg va chua duge kigm sodt 1dt.

Bénh thiéu mau tim cue b, bénh ddng mach ngoai bién, va/hoiic bénh mach méu nio.

6. Canh bdo va thiin trong khi diimg thude

Nguy co huyét khéi tim mach:

Céc thudc chéng viém khong steroid (NSAIDs), khdng phai aspirin, ding dwdng toan thén,
¢6 thé lam ting nguy co xuat hién bién b huyet khdi tim mach bao gdm ca nhdi mdu co tim
va dot quy, o thé dan dén tir vong, Nguy co ny ¢o thé xudt hién sém trong vai tudn diu
ding thude va co thé tang Ién theo thdi gian dung thude. Nauy co huyét khdi tim mach dugc
ghi nhén ¢hu yéu & lidu cao.

Béc s cdn danh gid dinh k¥ sir xudt hién ciia céc bién ¢b tim mach, ngay ¢a khi bénh nhan
khong c6 cdc tridu chimg tim mach trude dd. Bénh nhin cdn duge canh bao vé cac triéu
clu’rng ctia bidn ¢d tim mach nghiém trong va cén tham kham béc si neay khi xudt hién cdc
triéu chitng nay.

Pé giam thiéu nguy co xudt hién bxen ch bat lgi, cin str dyng etoricoxib & liéu hang ngay thip

nhiit c6 higu qua trong thoi gian ngfin nhét cé thé.
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Hé tiéu héa:

Céc bidn chitng v&i hé tiéu hoa trén (loét, xudt huyét tidu hda) cd thé dén dén tr vong thudng
duge bao cdo. Cén than trong khi diéu tr thuoc nhém NSAID che bénh nhén ¢é tién st bién
chimg trén dudng tiéu hoa, bénh nhin 16n tudi, bénh nhin dang sir dung cic thude NSAID
khic, thuée aspirin, ¢ tién st bénh v& iéu hoa nhu loét, xuit huyél tiéu hoa.

Hg tim mach:

Thude e ché chon loe COX-2 thudng gdy bién chimg ngh&n mach méu (nhur nhdi mau co
tim, dt quy). Cac véu th nguy co phy thudc tidu va thod gian st dung, khuyén cdo st dung
liéu thip nhdt trong thii gian ngén nhit. Cin danh gid dap ang cia bénh nhin dinh ky, dic
bigt trong bénh viém khdp man finh. Bénh nhén c6 cde yeu 0 nguy co lién quan dén tim
mach (tang huyét 4p, ting lipid huyét, dai thio dum]g, hit thude) chi duoc diédu ti vai
etoricoxib kli duge xem xét ¢dn than. Thude e ché COX-2 khong duge ding thay thé
aspirin trong du phang huyét khdi do thiéu tic dung trc ché két tip tidu ciu.

Thin:

Etoricoxib lam gidm tao thanh prostagtandin, do dé lam giam méu dén thin, dén dén suy
giam chiic nang thin. Bénh nhan c6 nguy co cao khi ¢6 tidn st suy giam chiic nang thin, suy
tim mét b, bénh gan man tinh. Cén theo dai cé:m thin chirc néng thin,

U dich, phu ne va tang huyét ap: & dich, phil né va tang huyel 4p da duoe bio cho. Céc thube
NSAID, bao g,om ctoricoxib, co thé lién quan dén viée khai phat bénh hay tal phat bénlh suy
tim sung huyét. Can than trong khi bénh nhén cé tién st bénh tim, suy giam chirc ning thét
trai, tang huyél &p va bénh nhan dang bi phi né do bat ky nguyén nhan gi. Néu co bat ki ddu
hidu trar nding cia cde tridu ching wén, cén nglmg ding etoricoxib,

Etoricoxib ¢é lign quan dén ting huyet 4p nghiém trong va thudmg xuyén hon cée thube khie
trong nhém NSAID, dic biét & lidu cao. Do do, cén phai kiém sodt duge huyet ap trude khi
diing etoricoxib va theo ddi huyét 4p thudng xuyén trong qué trinh tri lidgu. Néu huyét 4p ting

qua muc, cln thay thube.

Gan:

Khodng 1% bénh nhin duge bdo cdo ting AST, ALT hon 3 14n so v6i ngudng gidéi han trén

khi sir dyng liéu 30mg, 60mg, 90mg, Cén thin trong khi bénh nhén ¢é ddu hidu bj suy giam

chiic nang gan, bat thudmg chire ning gan vi phai duoe kiém tra cdn thén chic ning pan. Néu
gan bi anh hudng, cé ddu hiéu chirc nang gan bi bt thudong (enzym gan ting hon 3 lin

ngudmg gici han trén) thi cdn phai dimg etoricoxib.

7. Sir dung thude cho phu nit ¢6 thai va cho con bi

Khéng sit dung cho phu nit ¢6 thai, Khi dang diéy tri, phy nir phéat hién ¢d thai phai ngimg st
dung etoricoxib. Phy n{t dang cho con bt khdng str dung etoricoxib vi chua biét etoricoxib ¢
tiét vao sita me hay khong nhung etoricoxib tiét vao siia ciia chudt me khi thiy nghiém (rén

chudt,

8. Anh hudng ciia thudc 1én khi niing I4i xe, vin hanh miy méc.

Tée dyng khong meng mudn bao gdm chong miit, hoa mit, lo mo do do khong khuyén cio 1ai

xe va vin hanh may mdc khi str dung thude.

9. Tuwong tic, trong ky clia thubc.

Tuong tac thude

Thude chéng dong dudmg ubng: s dung déng thoi voi warfarin lam tdng thoi gian

prothrombin (PT) va chi s0 bmh thudmg hoa qude t& (INR), Bénh nhin st dung ddng thoi

phai duge theo dai chit ché chi s6 PT va INR, dic biét trong cdc ngdy diu st dyng etoricoxib
v khi thay di liéu etoricoxib.

Thude lgi tidu, tre ché men chuyén va e ¢hé thu thé angiotensin II: nhém thube NSAID ¢

thé 1am gidm hiéu qua thude didu t ting huyét ap. Bénh nhan suy gidm chtic ndng thén, st

dyng ddng thoi thude e ché men chuyén hay Gc ché thy thé angiotensin I1 véi thude e ché

COX s& ting nguy co suy gidm chitc ning thin cdp tinh va tic dung phy ndy thudng hdi

phuc. Do d6, phdi hgp céc thude nay cén phai than trong, dic biét & ngudi cao tudi. Bénh
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nhdn can udng di nude va danh gi# c4n than chic ning thin sau lidu ddu tién ctia phéc do
phbi hop va dinh ky danh gia lai.

Acid acetylsalicylic: bdo cdo cho thiy ngudi khoe manh liéu 120mg etoricoxib khéng anh
hudng dén hoat tinh tre ché két tAp tidu cdu cua aspirin (Jidu 3 1mg hang ngay). Eioricoxib ¢
thé duge sir dung df“mg thai voi aspirin dé phong ngta bién cd tim mach (liéu thip nhét
aspirin). Tuy nhién ¢ thé lam tAng nguy co xudt huyét tidu hoa hode lam trdm trong thém tac
dung khong mong mudn clia etoricexib. Khéng khuyén cdo sir dung déng thai etoricaxib vi
aspirin véi lidu cao hon [idu dur phong bién ¢d tim mach hofic cde thude NSAID khac.
Ciclosporin va tacrolimus: str dung ddng thei thude nhém NSAID va ciclosporin hay
tacrolimus lam @ng de tinh trén thin eta ciclosporin hay tacrolimus, Chirc ndng than phai
dugce theo doi khi sir dung ddng thei.

Lithium: thude NSAID lam giam d9 thanh thai cia lithium va lam ting n(“)ng dg lithium trong
huyét trong. Can theo doi néng dé lithium va hi¢u chinh lidu lithium khi so dung déng thevi
va khi ngimg st dyng NSAID.

Methotrexat: khéng anh hudng khi phdi hop methotrexat véi etoricoxib lidu 90 mg, 60 mg.
Khi st dung liéu etoricoxib lidu 120mg lam tang ndng d6 methotrexat trong huyét twong 28%
va gidm d§ thanh thdi methotrexate qua thin 13%.

Thudc ngira thai dudng udng: ctoricoxib 60 mg dwoe st dung déng théi v6i thude ngiva thai
duding ubng chira 35mceg ethinyl estradiol (EE) va 0,5-1 mg norethindron trong 21 ngay lam
tang AUCp.24 giv ctia EE 37%. Eloricoxib 120 mp udng déng thti hay cach khoang 12 gidr so
véi thude ngura thai dudng uéng lam tang AUCq.24 i cia EE 50-60%. Phai xem xét dén n6ng
% thude EE khi sir dung dong thési va lya chon thude ngira thai dudng udng. Ting ndng do
thudc EE trong méu s& lam ting tic dung phu ctia thudc ngira thai (nhy ting bién cb huyét
khéi tinh mach & phy nit).

Li¢u phdp thay thé hormon (HRT): st dung ddng thei etoricoxib trong liéu phap thay thé
hormen bao gdm estrogen lién hop (0,625mg) trong 28 ngay, lam ting AUCa4 giv cua
estrogen khéng lign hop 41%, equilin 76% va 17-beta-estradiol (22%). Tac dung cua
etoricoxib 120 mg lén AUC) 3y 4y ctia cdc thanh phin estrogen duge bdo cdo nhé hon phin
ntra khi estrogen lién hiép duge ding don de va khi tang lidu tir 0,625 mg 1én 1,25 mp. Co
ché vin clura duee 13, lidu cao hon cia estrogen lién higp chura duge nghién cau,
Prednison/Prednisolon: etoricoxib khang anh hudng dén duge ddng hoc cla prednison va
prednisolon.

Digoxin: AUCy.o4 giy hay d9 thanh thai digoxin qua than khéang thay ddi khi sir dung déng thoi
véi etoricoxib 120mg ngay 1 1An. Theo béo céo, ndng d6 15i da Crax digoxin tdng 33%. Ty 1¢
tang ndy khdng giy tdc dung nghiém trong trén hiu hét bénh nhan. Tuy nhién vin cdn giam
sét chit ché khi st dung déng thoi ctoricoxib va digoxin.

Anh hudng clia ctoricoxib lén thude duoc chuyén hda qua sulfofransferase cla ngudi:
etoricoxib 1a chit trc chd hoat tinh sulfortransferase, 1am ting ndng dé ethinyl estradiol trong
huyét trong. Trong khi dir liéu ldm sang cta sulfowransferase con han ché, cin phéi théit sy
than trong khi dung phdi hop v&i cdc thube duge chuyén hoa qua sulfotransferase (nhy
salbutamol dudmg udng, minoxidil).

Anh hudng cia etoricoxib lén hé théng enzym cytochrom: etoricoxib khéng ire ché cac
enzym P450 nhw CYP 1A2, 2C9, 2C19, 2D6, 2E1 hay 3A4. Khéng anh hrdng dén enzym
CYP3A4 khi str dung hang ngdy etoricoxib 120 mg.

Ketoconazol: khing c6 anh nrong nghiém treng dén duge dong hoc chia lidu don etoricoxib
60mg (lam ting AUC khoang 43%) khi st dung dbng thoi etoricoxib vd ketoconazol
(ketoconazol 14 chit @c ché enzym gan CYP3A4) 400mg ngay/1 lan trong 11 ngay.
Voriconazol va miconazol: stt dung ddng thdi véi thude udng voriconazol v thube kem
miconazol, l4 chit e ché CYP3A4 manh, lam ting nhe ndng d6 etoricoxib, didu ndy duge
xem 4 khdng cd nguy co nghiém trong trén 14m sing,
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Rifampicin: rifampicin la chat cam tag enzym gan CYP, do d6 sir dung dong thai 1am gidm
nong dj etoricoxib trong huyét twong khodng 65%. Do d6 khdng khuyén cao st dyng dong

tho.

Thuodc khang acid da day: khdng anh hudng dén duge dong hoce cla eloricoxib.

Tuong ky thude

Do khéng ¢é cde nghién cfru vé tinh tuong ky cia thude, khéng én lan thude nay véi céc

thudc khac.

10. Tée dung khong mong muor cia thude
Neuy co huyét khdi tim mach (xem thém phan Canh béo va thin trong)

Co quan bi dnh hudéng Tac dung khéng mong | Tan suit xult hién
muon
Nhi&m khuén Viém xuwong 0 réng Thuong gip
Viém da day, nhiém khudn hd | It gip
hip trén, nhifm khudn tié
niéu
R&i loan hé tao mau Xudt huyét da day, giam bach | It gip
céu, giam tidu ciu )
R loan hé mién dich Qua man ft gip

Phu né/phan tng phan v¢ bao
gom sde phan vé

Hiem gip

Rai loan dinh dudng va

Philvtang giti nude

Thurémg pap

chuyén héa Thém &n, chan n, ting cén It pép

RAi loan tam thin Lo ldng, trAm cam, &o gidc It gap
Nhéam l4n, bén chén Hiém giip

Réi logn than kinh Chéng mit, nhitc dau Thudmg gip
Mét ngt, di cam, lo mo ft gip

R&i loan mat R&i loan tim nhin, viém két | Tt gip
mac

Réi foan tai va tién dinh U tai, chong mal it gip

RO loan tim mach Danh téng ngye, loan nhip Thuong gip
Rung nhi, nhip tim nhanh, | it gip

suy  tim  sung  huyét,
thay doi dién tAm do, dau thét
ngire, nhoi mau co tim

Roi loan imach

Tang, huyét dp

Thudng «ap

D6 ngudi, bién ¢ mach méu
ndo, thidu méu thodng qua,
tang huyét ap nghidm trong,
viém mach

It gap

RoOi loan hd hidp, nguc va
trung that

Dau bung

Rét thudng gap

Tao bon, day hoi, viém da
day, trao nguge, t‘iéu chay, r6i
loan tiéu hda, buén nén, nén,
viém thue quan, ioét miéng

Thuimng gip

Trudng bung, rdi lean nhu
dong rudt, khé miéng, viém
loét da day ta trang bao gbm
xudt huydt tidu héa, hdi
chimg rugt kich thich, viém
ty

ft gap

R&i loan pan mit

Tang men gan AST, ALT

Thudmg gip
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Viém gan Hiém gip

Suy giam chic ning gan, | Hiém gip
vang da

Roi loan da va md dudi da Tu mau Thuong gip

Sung mat, viém da, ngoa, | I gdp
phat ban, mé day

Hoi chimg Steven Johnson, | Hiém gip
hoai tlr thuong bi nhiem doc

Roi loan co xuong khdp Vop bé, co that co, dau co | It gdp
xuong, cung co
R3i loan than va tiét niéu Xudt hién protein trong nudce | It gip

tieu, tadng creatinin  huyét
thanh, suy gidm chirc ning

than
R&1 loan tong quét Suy nhuge/mét moi, gid et | Thudng giip
Pau ngyc It gép

Tang ure mau, ting creatinin | It gép
phosphokinase, tang acid uric

Giam natri mdu Higm gip

Thn sudl xudt hién: Rat thudng pip (21/10), thuimg gép (z1/100 - <1/10), it gép (=1/1000 -
<1/100), hiém gip (=1/10000 - <1/1000}, rat hiém gip (<1/10000)

11. Qua Lidu va cach X fri

Chua ghi nhén ddu hiéu qua lidu khi sir dung dén lidu 500mg va lidu lip lai 150mg/ngay
trong 21 ngay.

Pidu tri: trong trwdng hop nghi ngd qua liu, wu tién diéu trj triéu chimg, nhu 6 bign phap
loai bé thude ra khoi dudmg tiéu hoa, diéu i hd tro,

12. Djc tinh dwge lue hoe

Nhom duorc Iy: thude chbng viém khéng steroid i ché chon lgc COX-2

M3 ATC: MCL AHO5

Etoricoxib ding dutmg udng, tre ché chen lpc enzym cyclo- oxygenase-2 {COX-2).
Etoricoxib (¢ ché COX-2 phy thude lidu sir dung va khéng tic ché COX- 1 véi lidu 1&n dén
150 mg moi ngay. Etoucomb khéng e ché téng hop prostaglandin da day va khéng c6 anh
hudmg dén chirc nang tidu ciu.

Cyclooxyucnase 13 enzym trong qué trinh prostaglandin. Hai déng dang, COX-1 vi COX-2,
da duge xac dinh. COX-2 di duge chitng minh a téc nhan cam img gay ra qud trinh viém va
dii duge khing dinh tham gia vao qua trinh téng hop cée chét trang gian pay dau, viém, va
s6t.

COX-2 cling duge xéc dinh co lién quan dén qua trinh rung (rimg, dong 6 bng dong mach, didu
hoa chitc ndng thin, va chirc nang hé than kinh trung wong (ghy s61, nhén biét dau va chic
niing nhén thire). COX-2 ddng vai trd trong vige lam lanh vét loét, COX-2 dd duge xac dinh
trong cdc md xung quanh vét loét da day & nguai nlumg co chd lam lanh vét loét chua duce

x4c dinh.

13, Ddc tinh dwge djng hoe
Etoricoxib dimg dudng udng va duge hiip thu t6t. Sinh kha dung tuy€t dbi khoang 100%. Sau

khi udng lidu 120 mg mdt lan mdi ngay, ndng d¢ dinh trong huyét twong & trang thai n dinh
(Cinax trung binh = 3,6 mg/ml) dat duge sau 1 gitr (T,.m) AUC. 24 gid khodng 37,8 mg x
gioml. Duge dong hoe ctia etoricoxib dat tuyén tinh trong lidu khuyen cdo str dyung.

Khi dung vai thite dn (nlueu chét béo) khong anh hudng dén mae dé hip thu cta etoricoxib
sau khi ucng liéu 120 mg. Tée dd hap thu bj anh huéng, 1am gidm 36% Chay va 1dng T 1én
2 gitr. Nhitng dir liéu ndy khong duge xem x¢t ¢d ¥ nghia trén lam sang. Trong cae nghién
ctru 14m sang duge béo cao, etoricoxib duoe ding ma khong cn st dung chung véi thire an.
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Etoricoxib gﬂn két voi profein huyét trong 92% trong khoang ndng dg 0,05-5 meg/ml. Thé

tich phan bd & trang thai on dinh (V) khoang 120 L. Btoricoxib qua duoc nhau thai & chust

va tho, va hang rao mau-nio & chudt.

Etoricoxib duge chuyén héa qua nude tidu < 1% lidu diing, Chét chuyén héa chinh la dan

xudt 6'-hydroxymethy] durge xic tac bdi hg enzym cytochrom.

Trén in vivo: CYP3A4 xuét hién va tham gia vio chuyén héa etortcoxib

Trén i vitro: CYP2D6, CYP2CY, CYP2C19 va CYPIA2 tham gia vio qué trinh chuyén hoa

chinh, nhung vai ttd ctia cdc enzym nay trén in vivo chura duge nghién i,

Nim chat chuyén hoa @3 duoe xde dinh, Céc chit chuyen hda chinh la dén xuit 6’-carboxylic

acid cua etoricoxib hinh thanh bol qud trinh oxy hoa dan xuit 6-hydroxymethyl. Khéng c6

chit nao trang sd cic chai chuyén hoa it ché COX-1.

Ftoricoxib duge bai tiét qua than dudi dang chét chuyen hoa. Nong d¢ dn dinh ctia etoricoxib

dat duge trong bdy ngay sau khi ding 1idu 120 mg mdi ngay 1 1An, thoi gian ban thai khodng

22 gio.

Pic diém & nhém bénh nhiin dic biét:

Bénh nhan cao tudi: duge dong hoc & ngudi cao (udi (ttr 65 tudi troy 1€n) turong tw ngwoi (ré.

Gidi tinh: duge dong hoc ciia etoricoxib twong ty gitta nam va nir,

Suy gan: bénh uhdn bi i logn chire ning gan nhe sir dung liéu etoricoxib 60 mg mot lan mdi

neay thi AUC trung binh cao hon khodng 16% so vm ngudi khoe manh. Bénh nhin 147 loan
( ‘ chiic ndng gan viia diing lidu etoricoxib 60 mg mbi ngay cd AUC trung binh twong tw véi

' ngtrm khde manh cling sir dung etoricoxib 60 mg mai ngay mgt 14n; lidu etoricoxib 30 mg

mdi ngay mét lan chua duge nghién ciru trong nhém dén sé ndy. Khong 6 dit ligu 14m sang

cho bénh nhan ¢6 ri loan chie hang gan ning,

Suy thén: duge ddng hoc cta liéu duy nhét 120 mg etoricoxib dbi vi bénh nhan suy thén vira

dén ndng va bgnh nhin bi suy thiin giai doan cudi cin phai thdm tach mau khéng khéc biét

dang ké so voi nhimg ngudi khoe manh. Thdm téch mau khong gitp thai trir etoricoxib hidu

qua.

Duge déng hoc & thanh thidu nién c6 trong lugng 40-60 kg st dung etoricoxib 60 mg hang

ngay va thanh thiéu nién > 60 kg sir dung etoricoxib 90 mg maoi ngay mjt ldn da duge bao

cao la taong ty véi ngum lén sir dung etoricoxib 90 mg mdi ngay mét lan. Tink an toan va

hidu qua clia etoricoxib di véi tré em chua duoc thidt lap.

4. Quy cach déng géi: Hop 01 vi x 7 vién

15, Piéu kién bao quin: Bio quan & nhiét dj dudi 30°C trong bao bi gbe.

16. Han dung: 24 thang ké tir ngay san xudt

17. Tiéu chuiin chiit luong cia fhuoc. Tiéu chudn co so

18. Tén, dia chi ciia co sé san xuit thude:

. M/s Sun Pharmaccutical Industries Limited )
Village Ganguwala, Paonta Sahib-173025, District Sicmour, Himachal Pradesh, An B,

ta



