Vién nén Etoricoxib
Etorica
e 2
nh phiin: /O

M&ivi&n nién bao phim chiva: Etoricoxib 80 mg

i vin nén bac phim chira: Etoricoxib 90 mg \9‘

IM3i vi&n nén bac phim chira: Etoricoxib 120 mg

Td durgre: dicalcium phosphate anhydrous, povidone, cross povidone, M.C.C.P, cross carmellosa sodium, magnesium
stearate, H.PM.C 15 CPS, methylene chioride, propylene glycol, iran oxide yellow, indigo carméne lake, tianium
dioxide, talc,

_Phinlog] duooly: Thubcihingviémkhdagsteroid. -
Durgre Iy he: Etoricoxib 1 mdt thubc ubng cb higu lye v tink chon loe cao 361 véi sy dre ché COX-2. Né khdng phdi 13
méit sulfonamide.

Corché tic dyng: Ning 89 cyciooxygeneass [COX-2) cao tai nhing mé bj vidm ddn 1éi sir thag hop prostaglandins 18

chdit trung glan cla qua trinh dau va vitm. Cer ché lde dyng ca eloricoxb duge cho 13 do (e ché sy tng hip che

géomanmnswﬂmhmquawmécom.om &4 i tr trong haryd! tucng ngudi, etoricoxib khing tre
COX-1.

Durgre d9ng hge: Eloricoxib duirng wbng dat 100% khi dyng sinh hoc vA thivi gian dat ndng 35 dinh trong huyét I3
md1 gity. Khodng 0% thubc gén ket vér protein. Thire &n khdng lam dnh hudmg téri mirc 85 va the 8 hip ciia thube.
Etoriconib durgre chuyén hod chil yéu & gan bén cylochrome P450 (CYP) 344 va dugre bai tilt qua nuére tidu, chi yéu
durrl dang cdc chdt chuydn hod trong 84 khdng cé chit chuykn hod niao ob 14c dyng e ché COX-2 hadic COX-1 éng ki,
Thiri gian bén thai cia etoricoxib b 22 gidr.

Chi djnh v céch st dyng: Eloricoxib duge chi dinh ¢& dibu ir vibm xwomg khdp hode dau oo xueng man tinh, dau
Byng kinh, viém da khép dang tdp, viém khirp thdng phong v phiiu thudt ring migng,

Chéng chi dinh: Chéng chi dinh Etoricoxib & nhing bénh nhan viém loét dudng Béu hod hode chly mdu &ng titu hod
cdp tinh, bénh nhan qua min cim v storicoxity, binh nhan suy gan nang hode o the 4 thanh thai huydt thanh thdp
horn 30 miiphit, bénh nhan cd cicbénh dudmg ruft v suy tim sung huyétnding. tré em va tré vi thanh niln duds 16 tubl,
Chdng chidinh & phy nir o6 thai, cho con D&.Nnhnhﬁnmmhp;g , vidm mii clip, polyp mii, phid mach thin kinh,
may day.

Téc dyung khéng mong mudn:

Réiioan méau vé b bach huydt: gidm téu cdu.

Rdiloan hé midn dich: cac phin img qua min, phén (mg phdnwiigid phin v bao gbm sde.

Rdiloan chuydn hda vd dinh dudmg: Bng kali huykt.

Réitoan thm thén: o tng, hoa mét, chdng mat, mdt ngd, 1nkn, Sogisc, trim cim, bdn chbn,

Réiloan hé than kinh: rdi loan i gidc, ngd gi.

R o thi gide: nhin mér.

Réiloan tim: suy tim sung huyd, hdi hap/danh tréng ngire, dau thét ngyee, nhip tim nhanh,

Foddilopn mach miw; con tng huydt ép kich phat.

Réiloan bt hip, Mng ngue v trung thilt: co thit phid quan.

Rdi logm titiu hoa: dau byng, bulin ndn, loét mikng, lodt dudmg T hda bac gbm thing va xult huydt jchi ylu & binh

g\‘:nmw]. nén, ldu chay,
i loan gan mdl: vidm gan, chirng vang da.

ﬁi‘“”" da vi mé dudd de: phid mach, nglra, ban 83, phat ban, hii chimg Stevens-Johnson, hoai tir bidu bi nhim dbe,
day.

* Théing béo cho bile 7 aindmg 1¢ dung khdng mong midn gip phii khi ding thuwde.,

Luru § / Canh bdo: Gism sl chire ndng thin & nhimg binh nhdn thidu thian. CAn sir dyng thin trong cae thude
ch&-.zﬁ{gmapmlhenhnmm:g&uhienmmn.mgmmgu?gmmémmnhunémdé.mmh
nhén o ki qua thir nghiém ehire niing gan bilt turimg kéo dii hode eé diu hitu thibu ndng gan, phai ngirmg vidc dkbu tri
wiri thusbe ndy.

Anh hirdng cla thude 88n khi ndng Ll xe v viin hanh may mée: Vi thubc o6 thé gy chéng mat, dau diu nén khing
14 %@ v vaAn hanh méay méc sau khi ding thudc,

Twong tic thube:

Warfarin: &f nhirng bénh nhan d3 iy tri duy tri én dinh bing warfarin, sir dyng libu etoricoxib 120 mg hing ngay oo thé
dintéi sy tiing khodng 13% b sb chudn hoa quéc 18 v thiv gian prathrombin (Intemational Normalised Ratie-INR). Cin
kidm soét cht ché gid trj INF khi bt ddu diiu trj bng Etoricoxib hodc khi chuydn sang didu tri bding Etoricoxib, dic bigt
14 o nhing ngay du tién, khi bénhnhan dang sir dung warfarin hodc cac turorng e

Rifampin: St dung dbng thén Etoricoxib viri rifamgin, mt te nhdn cd kha ndng gy cim (mg men chuyén hod & gan
magnh, ki gidm B5% dién tich dudd duimg cong (AUC) trong huyét tuomg cla Etoricoxit. Tuong tie ndy cdn duge tinh
dén khi Etoricoxib durgre strdung clng v ifampin.

Mathotraxate: Cin gism sdi ddc linh cia metholrexate khi sir dyng dbng thixi Etoricosib wér Bu lém hom 90 mg hing
ngay.

Ciic chiit trc chié mon chuydn dang anglotensin (ACE): B e bio cdo thira nhin cdc chit tre chd NSAIDS khing
chon lpc v bcdﬁchmtqccox-zneméﬂmgamucnungm ting huyit dp ela cae chdt e chid ACE.

Lithium: B8 o6 béo céo thira nhin cdc chit tre ché NSAIDs kiviing chgn lpe v dre chid chon Ipe COX-2 ¢ thé lim ting
riding 4 lthissm huydt tweng.

Asplrin: Sir dyng dng thiri aspirin i thip v Etericoxib oo th din ti kit qud 14 sy tng the 8 ot dudmg tiku hod va
e bidn chimg Khac 50 viri trdmg hop chi ding ridng Etoricoxib.

Ciic thubc uémg trinh thy thal: Etoricoxib G0 mg ding cing K véi vién ubng trénh thai chira 35 meg ethiny estradiol
v 0,51 mg norethindrone trong 21 ngdy 43 |am ting AUC, ..., cla ethinyl estradiol & irang thai bén vimg dén 37%.
AUC,..., clia ethinyl estradiol é& trang thal bdn virng 48 tng dén 50-80% khi Etoricoxib 120 rrg ding clng lie hodc cich
12 gidr véi loai vign uéng tranh thai ndy. Tang néing 44 ethinyl estradiol ed thé |am ting 1 1@ cc tc dyng bdtgi thudmg
théy khidiing vién uding frdnk thai nhu cdc bibn o huyét khii te finh mach & phy nircd nguy cor.

cic_mudckm.-&mim.ibmmmmdumums&mqummmmmmwa

prednisone/prednisalone hay digoin,
Céc thubc khang acid trong da déy va ketoconazole khing géy ra nhirng tac dung 1am sang quan trong lén duge ddng
hoe cia Etodicaxib.

Sir dyng trong théri ky mang thai va cho con bid:

Khdng nén sir dyng cho phy nir cd thai,

Etaricoxib durgre bai tilt trong sira chuiit cdng. Ngui ta chua bilt nd of durge bai it irong stra me hay . Béivichd
nhidu thude dugre bai ié trong sira me va b vi nhimg tic dyng o6 hai cd thd cb cla cac thube ire ché thng hop
proztaglandin trang thivi ky ba me, vide quydt dinh ngirmg Mube hodt ngimg cho con bii tuy thude vao thm quan trong
e thudhe 38§ v ngurtr me.

Lidu lurgng v cdeh sirdyng:

Mot lém: Vism curcrng khérp man tinh: 50 mig mit 14n méi ngay.
i khérp: 90 mg it 1in mdi ngdy -
Vigm khérpthdng phong: 120 mgmit i

T e v b i thelinh nién: khling khurydn nghi nibu dudi lm.

Quid lidiu - DAu higu va gidi dée: Khang phit hidn trudmg horp nde trong qud trinh thir nghidm 13m sang.
Biéo quén: Bio quin nei khd mal, trdnh &nh sing. Nhidt 85 dudi 30°C.

Trinh bay: Hip 10vi x 10vidn nén.
H{p 1w x 10ilin nén,

Tudi the: 24 thang ki tir ngay sin xudi,

* Khéng duge thudc qué han str

* Boc ki hudmg s&mmmfw.nﬁudnmmmmymm:ﬁ.
* Thude may chi duge ban theo dom cda thay thube

Sdn xudt béi;

MICRO LABS LIMITED- Unit lli

R.5.Ne.,63/3 & 4, Thinuvandar Keil,
Pondicherry-805 102, India.

EXG-MLOSI-0192



