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DOLUMIXIB
= Vién ng
Céng thiic :
Mdi vién DOLUMIXIB 100 mg chua
Celecoxib .. 100

T4 dugc : Lactose, Primellose, PVP, Natri lauryl sulfat, Magnesi stearatyy
Méi vién DOLUMIXIB 200 mg chiua
EABBOOMIN . ..o v samsssnis s summs s s s P S T TG
T4 dugc : Lactose, Primellose, PVP, Natri lauryl sulfat, Magnesi stearat.

Trinh bay :
V110 vién, hop 2 vi, hop 3 vi, hdp 6 vi, va hop 10 vi.
Chai 30 vién, Chai 60 vién, Chai 100 vién, Chai 200 vién, Chai 250 vién va Chai 500 vién

Dugc luc hoe :
Celecoxib 1a mét thudc chéng viém khéng steroid, tic ché chon lgc cyclooxygenase-2 (COX-2), co cac tac dung didu tri chdng viém, gidm dau, ha
sot. Cd ché tac dung cla celecoxib dugc coi 1a dc ché sy tdng hop prostaglandin, chi yéu thdng qua téc dung tc ché isoenzym cyclooxygenase-2
(COX-2), ddn dén lam gidm sy tao thanh céc tién chét clia prostaglandin. Khdc vi phén I6n cac thudc chéng viém khdng steroid co trudc nay,
celecoxib khéng tc ché isoenzym cyclooxygenase-1 (COX-1) vdi cac ndng do diéu tr & nguoi. COX-1 1a mot enzym cdu tric ¢6 & hiu hét cac mé,
bach cdu ddn nhan to va tidu cdu, COX-1 tham gia vao tao huyét khéi (nhu thic ddy tiéu cdu ngung tap) duy tri hang rdo niém mac bio vé cla da
day va chic nang than (nhu duy tri tudi mau than). Do khéng tic ché COX-1 nén celecoxib it 6 nguy cd gdy céc tdc dung phy (thi du déi vai tidu
cdu niém mac da day), nhung co thé gay céc tac dung phu & than tudng ty nhu cdc thudc chdng viém khéong steroid khéng chon loc.

Dugc dgng hoc :
Hép thu : Celecoxib duge hdp thu nhanh qua dudng tiéu héa. Udng celecoxib vdi thic an cé nhidu chat béo lam cham thdi gian dat néng do dinh

trong huyét tudng so vdi uéng lic doi khoang 1 dén 2 gid va lam tang 10 - 20% dién tich dudi dudng cong (AUC). C6 thé dung celecoxib ddng thai
vdi thde &n ma khéng cdn chu ¥ dén thdi gian cac bia an.

Néng do dinh trong huyét tudng clia thuéc thudng dat & 3 gid sau khi uéng mét liéu duy nhat 200 mg lic d6i, va trung binh béng 705 nanogam/ml,
Néng dd thude & trang thai 6n dinh trong huyét tudng dat dugc trong vong 5 ngay; khéng thdy c6 tich lay. O ngudi cao tudi trén 65 tudi, néng do dinh
trong huy&t tudng va AUC tang 40 va 50%, tudng ting, so vdi ngudi tré; AUC clia celecoxib & trang thai 8n dinh tang 40 hodc 180% & ngudi suy gan
nhe hodc viia, tudng (ng va gidm 40% & ngudi suy than man tinh (t6c d¢ loc cau than 35-60ml/phiit) so vdi ngudi binh thudng.

Phan b6: Thé tich phan bé d trang thai dn dinh khoang 400 lit (khodng 7,14 litkg) nhu vay thude phan bé nhidu & md. O ndng dé diéu tri trong huyét
tong, 97% celecoxib gén véi protein huyét tudng.

Thai trik: Nita ddi thai trif trong huyét tudng khoang 500 mi/phut. Nita ddi ciia thudc kéo dai & ngudi suy than hoac suy gan. Celecoxib dugc chuyén
héa trong gan thanh cdc chat chuyén héa khéng co hoat tinh bdi isoenzym CYPas02C9.

Chidinh :
DOLUMIXIB dugc chl dinh dé gidm cac d&u hiéu va triéu ching clia viém xudng khdp va viém khdp dang thép & ngudi I6n.
Giam dau nhanh chéng trong : hau phau, phdu thuat trong nha khoa, dau bung kinh.
Bénh polype rudt co tinh gia dinh.
Chéng chi dinh :
Man cam vdi celecoxib

=

Suy tim nang

Suy thdn nang (hé s& thai tri creatinin dudi 30 ml/phut)

Suy gan ndng AR
Bénh viém rudt (bénh Crohn, viém loet dai trang)

/

Bl
Tién sii bénh hen, may day, hodc cac phan Ung kidu dj ing khédc sau khi dung aspirin hodc cac thude chdng viem khong steroid khac, Da cé bao ’
c40 vé cac phan tng kiéu phan vé ndng, déi khi gy chét, vdi cac thude chéng viém khang steroid & nhiing ngudi bénh nang.

Liéu lugng va cdch ding :
Viém xudng khdp : 200 mg méi ngay, mot ldn hoac chia lam 2 1an, néu cdn thiét cé thé dung mdi ldn 200 mg, ngay 2 lan.
Viém khdp dang thap : 100 — 200 mg, ngay 2 Idn.Ngudi I6n tudi nén bt ddu diéu trj bang liéu nho nhat.

Trong dau cép, dic biét dau sau phau thuat; dau bung kinh : Ngay ddu tién 1a 400 mg, sau dé 200 mg, nhiing ngay tiép theo méi ngay 200 mg, ngay
2 1an,

Bénh polype rudt co tinh gia dinh : M&i 1dn 400 mg x ngay 2 ldn, udng lic no.
Téc dung phu :
Tac dung khong mong muén cla celecoxib & lidu thudng ding nai chung nhe va cd lién quan chl yéu dén dudng tiéu hoa. Nhiing tac dyng khdng
mong mudn khién phai ngiing ding thudc nhiéu nhdt gém: kho tigu, dau byng. Khodng 7,1% ngudi bénh ding celecoxib phai ngdng ding thudc vi
cdc tac dyng khéng mong mudn so vdi 6,1% ngudi bénh ding placebo phai ngiing
Thudng gép, ADR > 1/100
Tiéu hoa: dau byng, Ta chay, kho tiéu, nay hoi, budn non,
Hd hap: viem hong, viem mii, viém xoang, nhi&m khudn dudng hé hadp trén
Hé than kinh trung uong: mat ngl, chéng mat, nhic diu
Da: ban
Chung: dau lung, phi ngoai bién
Hiém gap, ADR < 1/1000

Tim mach: ngat, suy tim sung huyé&t, rung that, nghén mach phdi, tai bi€n mach mau ndo, hoai thu ngoai bién, viem tinh mach huyé&t khéi, viem |
mach

Tiéu hoa: tit rudt, thiing ruét, chay mau dudng tiéu hoa, viém dai trang chay mau, thiing thyc quan, viém tuy, tat rugt
Gan, mat: bénh sbdi mat, viém gan, vang da, suy gan.
Huy&t hoc: gidm luigng tiéu cdu, mat bach cdu hat, hiéu mau khéng tai tao, gidm toan thé huyét cdu, gidm bach cau
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Chuyén héa: giam glucose huyét.
Heé than kinh trung uong: mat diéu hoa, hoang tudng, ty sat
Than: suy than cap, viém than ka
Da: ban dd da dang, viém da troc, hoi ching stevens - Johnson.
Chung: nhiém khudn, chat dst ngdt, phan dng kidu phan vé, phi mach,
Théng bdo cho béc si nhing tic dung khéng mong muén gap phai khi s dung thuée.
Thén trong khi ding :
Can than trong diing celecoxib cho ngudi c6 tién sif loét da day ta trang, hodc chay mau dudng tiéu hoa, mic du thudc dugc coi la khéng gay tai
bign dudng tiéu héa do tc ché chon loc COX-2,
Can than trong dung celecoxib cho ngusi co tién sif hen, di ung khi dung aspirin hodc mot thudc chdng viém khang steroid vi c6 thé xdy ra séc phan
vé.
Cén than trong khi diing celecoxib cho ngudi cao tudi, suy nhuge vi dé gay chay mau dudng tiéu héa va thudng chuc nang than bj suy gidm do tudi,

Celecoxib c6 thé gay ddc cho than, nhat Ia khi duy tr Ivu Iugng méu qua than phéi can dén prostaglandin than hd trg. Nguai cé nguy cd cao gém c6
ngudi suy tim, suy than hodc suy gan. Can rat than trong dung celecoxib cho nhing ngudi bénh nay.

Cén than trong dung celecoxib cho nhudi bi phil, gidl nude (nhu suy tim, than) vi thudc gay U dich, 1am bénh nzing Ién.

Cdn than trong khi diing celecoxib cho ngudi bi mat nudc ngodi té bao (do ding thudc Igi ti§u manh). Can phai diéu tr tinh trang mét nudc trude khi
ding celecoxib.
Vi chua 16 celecoxib ¢6 lam gidm nguy cd ung thu dai - tryc trang lién quan dén bénh polyp dang tuy&n dai - trnjc trang c6 tinh chét gia dinh hay
khong, cho nén van phai tiép tuc cham séc bénh nay nhu thudng g, nghia Ia phai theo ddi ngi soi, cat bé dai - tryc trang dy phong khi cdn, Ngoai
ra, cdn theo déi nguy cd bién chiing tim mach (nhéi mau cd tim, thi€u mau cd tim cyc bd). Celecoxib khéng ¢6 hoat tinh néi tai khang tiéu cdu va
nhu vay khdng bao vé dudc cdc tai bién do thigu mau cd tim, nhat Ia néu ding lidu cao kéo dai (400-800 mg/ngay)

Tudng tic thude :

Cdc chat dc ché men chuyén : Cdc béo cdo ggi ¥ ring NSAID c6 thé 1am gidm tac dung chdng cao huyét dp cla cdc chét tic ché men chuyén
(ACE). Nén can nhac tudng tdc nay d nhilng bénh nhén dilng celecoxib déng thai vdi cdc chat e ch& ACE.

Furosemid : Cac nghién ctiu |am sang da chi ra ring cac thuSe NSAID cé thé lam giam tac dung thai tnf Na+ eda furosemid va thiazide trong mét s6
b&nh nhan. Tac dung nay la do sy tc ché téng hgp prostaglandin & than,

Aspirin : ding ddng thdi aspirin vdi celecoxib ¢6 thé din dén tang ty I& loét da day rugt hodc cdc bién ching khac so véi viéc sii dyng mot minh
celecoxib,

Fluconazol : Dung ddng thoi fluconazol liéu 200 mg x 4 lan/ngay da lam tang néng dé trong huyét tudng clia celecoxib 2 I4n. Viéc tang nay la do sy

tic ché chuyén hoa celecoxib qua P450 2C9 ciia fluconazole. Do d6, nén dua celecoxib & liu ggi y thdp nhdt & nhiing bénh nhan dang dung
fluconazol.

Lithi : ndng do huyét tuang fithi 8n dinh trung binh tang xap xi 17% & nhiing ngudi ding lithi 450mg x 2 Idn mdi ngay véi celecoxib 200 mg x 2 I4n
méi ngay so vdi nhiing ngudi dung mot minh lithi. Nén giam sat chat ché nhiing bénh nhan dang diéu trj lithi khi cho ding hoac nging ding
celecoxib.
Warfarin : Celecoxib khong lam thay déi téc dung chéng déng ciia warfarin dugc xac dinh bing thdi gian prothrombin. Tuy nhién, nén thén trong khi
ding celecoxib véi warfarin do nhitng bénh nhan nay cé nguy cd cao han vé cac bign chiing chay mdu,

Tdc déng clia thudc khi I4i xe va van hanh mdy méce : Chua co bao céo

Phu nif ¢6 thai va cho con b :

Phu nif c6 thai : Celecoxib vén chua dugc nghién ciu & phy nif mang thai. Trong cac nghién cuu & déng vat, cho dung liéu gap hai lan lidu t5i da &
ngudi, celecoxib cho thdy ¢6 sy nguy hai dén bao thai, Vi vay chl s dung Celecoxib cho ba me mang thai khi da can nhdc gida Igi ich va nguy co
ding thudc cho bao thai.

Phy ni cho con bi : Van chua bigt thudc nay c6 bai tigt qua sda me hay khéng. Do nhiéu thudc dugc bai tit trong sifa ngudi va do tiém tang cac?

phan ung bt Igi ndng & tré bu me do celecoxib, nén khi quyét dinh ngiing cho tré ba hodc ngling ding thudc can tinh dén tim quan trong cla fudc

vdi ngudi me i ¥
Su dung qua liéu :

Nhing trigu ching sau qua lidu cdp clia cdc thuSc NSAID thudng gidi han & than the, ngd ga, budn nén, nén, va dau thugng vi, nhiing triéu ch
nay thudng phuc héi khi ¢ cham soc hé trg. C6 thé xay ra chay mau da day ruét. Cao huyét ap, suy than cdp, suy hé hdp va hén mé co thé xi_
nhung hiém. Cac phan tng phan vé da dugc béo céo vdi udng cac thudc NSAID, va cé thé x&y ra sau qué liéu. .Q
Nén cham soc cdc bénh nhdn bang diéu tri tiéu ching va cac bién phap hd trg sau qua liéu thude NSAID, Khéng c6 thudc giai doc dag hi
Khéng co san thdng tin lién quan tdi viéc loal bd celecoxib bang céch thdm phan mau, nhung dya trén mdc do lién két protein huyét tu
(>97%) thi viéc thdm phén chic chén khong co ich khi qué lidu. Gay nén va/hodc dung than hogt (60 dén 100 g & ngudi Idn, 1 dén 2 glkg
va/hodc co thé chi dinh thude nhuan trang trong nhiing bénh nhan udng thudc trong vong 4 gid c6 cac tridu ching qua liéu hodc sau udn qua mat”
liéy I6n. Diing thudc Igi tiéu, kiém hod nudc tiéu, th&m phan mau hoac truyén dich tham phan cé thé khong hiju ich dg
Bdo qudn : Noi kho, nhiét d¢ dudi 25°C, tranh dnh sédng.

Thudc sin xust theo TCCS CONG TYCP SX - TM DP DONG NAM
Han diing : 36 thdng ké tif ngay san xuat Téng Giam Péc
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