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Vién nén Etoricoxib
Coxwell

Thanh phén:

Coxwell-60: M3 vién nén bao phim chira: 60 mg Etoricoxib

Td dwpe: Dicalcium phosphate anhydrous, povidone, crosspovidone, micro crystalline
cellulose, cross carmellose sedium, magnesium stearate, hypromellose, propylene glycol, iron
oxide yellow, indigo carmine lake, titanium dioxide, tale.

Coxwell-90: Mdi vién nén bao phim chira: 90 mg Etoricoxib

Td dwoc: Dicalcium phosphate anhydrous, povidone, crosspovidone, micro crystalline
cellulose, cross carmellose sodium, magnesium stearate, hypromellose, propylene glycol, iron
oxide yellow, indigo carmine lake, titanium dioxide, talc.

Coxwell-120:: Mbi vién nén bao phim chita: 120 mg Etoricoxib

Td dwgc: Dicalcium phosphate anhydrous, povidone, crosspovidone, micro crystalline
cellulose, cross carmellose sodium, magnesium stearate, hypromellose, propylene glycol, iron
oxide yellow, titanium dioxide, talc.

Phién loai dirgc ly: Thudc khang viém khéng steroid.

Duge Iy hoe: Etoricoxib 12 mét thude udng ¢6 hidu lue va tinh chon loc cao dbi véi su e ché
COX-2. N6 khong phai la mét sulfonamide.

Co ché tac dung: Nong dé cyclooxygenease (COX-2) cao tai nhitng mé bi viém dan t6i sy

téng hop prostaglandins 13 chét trung gian cua qud trinh daw va viém. Co ché tac dung cua S
etoricoxib duge cho la do e ché su tong hop céac prostaglandins chi yéu thong qua ire ché \"h
COX-2. O cc ndng d6 didu tri trong huyét tvong ngudi, etoricoxib khéng tc ché COX-1.

Duge ddng hoe: Etoricoxib duomg ubng dat 100% kha dung sinh hoc va thoi gian dat néng d6
dinh trong huyet tuong la mét giv. Khodng 90% thubc gin protein ma khéng giy ra nhimg
bién dbi dang ké ve mirc dg va tdc d6 hdp thu khi str dung cling véi thire an. Etoricoxib duge
chuyen hoa chi yéu & gan boi cytochrome P450 (CYP) — 3A4 va duge bai tiét qua nude tiéu,
chi yéu dudi dang céc chét chuyen hoa trong d6 khéng c6 chit chuyén hod néo cé tac dung e
ché COX-2 hosic COX-1 dang ké. Thoi gian ban thai cia etoricoxib 1a 22 gio.

Chi djnh: Etoricoxib duge chi dinh dé diéu tr viém xwong khép man tinh, viém khdp, viém
khép thng phong.

Chong chi dinh: Chéng chi dinh Etoricoxib ¢ nhitng bénh nhén viém loét duong tiéu hoa
hodc chay mdu dng tiéu hoa cdp tinh, bénh nhan qué man cam véi etoricoxib, bénh nhin suy
gan nang hodc cé téc dé thanh thai huyét thanh thap hon 30 mU/phut, bénh nhan ¢6 céc bénh
dudng rudt va suy tim sung huyét ning, tré em va tré vi thanh nién dudi 16 tudi.

Téc dung khong mong mudn: Nhirng tdc dung khéng mong mudn phd bién nhét 13 chéng

mét, budn nén, dau dau, viém hong, tirc thuong vi va ting huyét ap.
* Théng bdo cho bdc sy nhitng tic dung khéng mong muon gép phai khi dimg thude.
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Luu y/Canh bao: Gidm sat chirc nang thin ¢ nhing bénh nhan thidu nang than. Can st dung
than trong céc thude chong tang huyét ap khi bénh nhan c6 biéu hién suy tim, suy giam chirc
nang tAm thét trai va phu né trude do. Khi bénh nhén c6 két qua thir ‘nghiém chirc nang gan bat
thuong kéo dai hodc co dau hiéu thiéu nang gan, phai ngimg viéc didu tri vai thube nay.

Anh hwéng cia thudc dén kha ning ldi xe va van hanh may méc: Vi thubc c6 thé gy
chong mit, dau ddu nén khong l4i xe va van hanh may méc sau khi diing thudc.

Twong tac thudc:

Warfarin: O nhimg bénh nhan da didu tri duy tri 6n dinh bang warfarin, st dung lidu
etoricoxib 120 mg hang ngay c6 thé dan t6i su ting khoang 13% lugng prothrombin so voi ty
1é chuan quoc té (International Normalised Ratio-INR). Can lel:n soat chat ché gia tri INR khi
bat dau diéu trj bang Etoricoxib hodc khi chuyén sang diu trj bing Etoricoxib, dic biét 1a vao
nhitng ngay dau tién, khi bénh nhin dang sir dung warfarin hoic céc chat tuong ty.

Rifampin: Str dung ddng thoi Etoricoxib véi rifampin, mét tac nhan c6 kha ning giy cam ung
men chuyén hod & gan manh, lam giam 65% dién tich dudi dudng cong (AUC) trong huyét
twong cua Etoricoxib. Tuong tc nay can dwgc tinh dén khi Etoricoxib duge sir dung cling véi
rifampin.

Methotrexate: Can giam sat doc tinh ciia methotrexate khi sir dung dong thai Etoricoxib véi
liéu 16n hon 90 mg hang ngay va methotrexate.

Cdc chit e ché men chuyén dang angiotensin (ACE): Da c6 bdo cdo thira nhén cic chét trc
ché NSAIDs khong chon loc va e ché chon loc COX-2 c6 thé lam giam tac dung chéng ting
huyét ap ctia cac chét irc ché ACE.

Lithium: Da c6 bao cdo thira nhén cac chit irc ché NSAIDs khéng chon loc va tre ché chon loc
COX-2 ¢6 thé 1am ting ndng d6 lithium huyét turong.

Aspirin: Su dung dong thoi aspirin lidu thap véi Etoricoxib cé thé dan téi két qua 1a sur ting
téc do loét duong tiéu hod va cac bién chimg khac so véi truong hop chi dung riéng
Etoricoxib.

Cic thubc udng trdnh thu thai: Didu tri biang Etoricoxib lidu 120 mg v6i mot thude udng
tranh thy thai chira 35 mcg ethinyl estradiol (EE) va 0,5 dén 1 mg norethindrone trong 21

ngay, su dung ddng thoi hay cach nhau 12 gid lam taing AUC 0-24 gid & trang thai 6n dinh coa
EE 1én 50 dén 60%.

Cdc thuéc khdc: Etoricoxib khong cé nhimg tac dung 1am sang quan trong 1én dugc dong hoc
cla prednisone/prednisolone hay digoxin.

Céac thubc khang acid trong da day va ketoconazole khéng gdy ra nhitng tic dung 1am sang
quan trong lén duge dong hoc clia Etoricoxib.

Sir dung trong thoi ky mang thai va cho con bi:




Gibng nhu céc thudc cé tac dung trc ché tong hop prostaglandin khac da biét, cin tranh si
dung cho phu nit ¢6 thai trong 3 thang cubi cua thai ky d@ tranh dong 6ng dong mach sém &
thai nhi. Chwa cé nhitng nghién ciru a6i ching ddy du trén phy nit ¢6 thai. Chi nén sir dung
Etoricoxib trong hai quy ddu mang thai néu lgi ich ma né mang lai 16n hon nguy co doi voi
thai nhi.

Etoricoxib dugc bai tiét trong sira chuot cong. Ngudi ta chua biét n6 c6 duge bai tiét trong sira
me hay khong. Boi vi ¢6 nhiéu thude dugc bai tiét trong stra me va béi vi nhitng tac dung co
hai c6 thé c6 cia céc thude e ché tdng hop prostaglandin trong thoi ky bu me, viée quyet
dinh nging thudc hodc ngimg cho con b tuy thudc vao tim quan trong cua thude doi véi
nguoi me.

Liéu lwgng va cach sir dung:

Nguoi 16n: Viém xuong khdp man tinh: 60 mg mot 1an mbi ngay.
Viém khép: 90 mg mét 1an mdi ngay
Viém khép théng phong: 120 mg mét 1an mdi ngay
Tré em va tré vi thanh nién: khong khuyén nghi néu duéi 16 tudi.

Qua lidu - DAu hidu va gidi djc: Khong cé doc tinh dang k& xay ra khi dung Etoricoxib liéu
don dén 500 mg va liu nhiéu lan dén 150 mg/ngay, trong 21 ngay & cac thir nghiém 1am sang.
Dau hiéu qua lieu duge ghi nhan pht hgp vdi céc tic dung khéng mong mudn phé bién nhat
cia etoricoxib (dd trinh biay & phin tac dung Kkhéng mong muén)
Trong truong hop qua liéu, nén 4p dung cac bién phéap hd tro thuong dung, nhu loai bo chat
chua kip hap thu khoi dudng tiéu hoa, theo ddi trén lam sang, va tri liéu nang d& néu can.
Khéng thé loai bo etoricoxib bing thim phan méu, vin chua biét rd c6 thé dang thim phén
phiic mac dé loai b etoricoxib hay khéng.

Bio qudn: Bao quan noi kho mat, tranh 4nh sang. Nhiét do dudi 30°C.

Trinh bay:

Coxwell-60: Hop 3 vi x 10 vién nén.
Coxwell-90: Hop 3 vi x 10 vién nén.
Coxwell-120: Hop 3 vi x 10 vién nén.

Tuéi tho: 24 théang ké tir ngdy san Xuat.
* Khong dwrgc dung thuéc qua han sir dung
* Doc kj hudng dan sir dung trude khi dimg. Néu can thong tin xin héi y kién bac sp.

* Thude nay chi dwgc ban theo don cia thdy thudc TUQ. CUuC TRUGNG
) ﬂ/P TRUONG PHONG
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