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) SAN XUAT - THUGNG MA
Céng thic : DUOC PH;&M
Méi vién DOPAREXIB 100 mg chua : o
CeleCOXID ...c.vicricenssesnrnsinsissisapisisssissnes 100 mg

T4 dugde : Lactose, Primellose, PVP, Natri lauryl sulfat, Magnesi stearat.
Mdi vién DOPAREXIB 200 mg chua :
Celecoxib..... ; v 200 Mg

T4 dugc : Lactose, Primellose, PVP, Natri lauryl sulfat, Magnesi stearat.

Trinh bay :
Vi 10 vién, hop 2 i, hop 3 vi, hop 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 Iyc hge : '
Celecoxib 2 mét thude chdng viém khéng steroid, dc ché chon lgc cyclooxygenase-2 (COX-2), ¢6 cac tac dyng diéu tr chdng viém, giam dau, ha
s8t. Cd ché tac dyng cia celecoxib dugc coi la tic ché sy t3ng hop prostaglandin, chii yéu thong qua tac dyng dc ché isoenzym cyclooxygenase-2
(COX-2), dan dén lam gidm sy tao thanh cdc tién chat cla prostaglandin. Khac vdi phén 16n cac thudc chdng viem khong steroid ¢6 trudc nay,
celecoxib khang tic ché isoenzym cyclooxygenase-1 (COX-1) vdi cac néng o diéu trj & ngudi. COX-1 1a mét enzym cAu tric co & hdu hét cac mo,
bach cdu don nhan to va tidu cdu. COX-1 tham gia vao tao huyét khdi (nhu thic ddy tiéu cdu ngung tap) duy tri hang rao niém mac bao vé clia da
day va chiic nang than (nhu duy tr tudi mau than). Do khéng dc ché COX-1 nén celecoxib it ¢6 nguy co gay cac tdc dyng phy (thidy déi vai tidu
céu niém mac da day), nhung c6 thé gay cac tac dung phy & than tudng ty nhu cac thuéc chéng viém khéng steroid khang chon lgc.

Dugc déng hoc :
H4p thu : Celecoxib duge hdp thu nhanh qua dudng tiéu hoa, Usng celecoxib vdi thic dn cé nhidu chat béo lam cham thdi gian dat ndng do dinh

trong huy8t tudng so vdi udng lic doi khoang 1 dén 2 gid va lam tang 10 - 20% dién tich dudi dudng cong (AUGC). Co thé ding celecoxib ddng thoi
V6i thile &n ma khong cdn chu y dén thdi gian cac bifa an.

Néng db dinh trong huyét tudng cua thudc thudng dat & 3 gid sau khi uéng mot liéu duy nh&t 200 mg luc dai, va trung binh bang 705 nanogam/ml.
Néng d3 thudc & trang thai 8n dinh trong huyét tudng dat dugc trong vong 5 ngay; khang thdy c6 tich IGy. O nguai cao tudi trén 65 tudi, ndng do dinh
trong huy&t tudng va AUC tang 40 va 50%, tudng Ung, so voi nguai tré: AUC clia celecoxib  trang thai 6n dinh tang 40 hoac 180% d ngudi suy gan
nhe ho#c via, tudng Ung va gidm 40% & ngudi suy than man tinh (t6¢ 46 loc cdu than 35-60mi/phut) so vdi ngudi binh thudng.

Phan bd: Thé tich phan bé & trang thai 8n dinh khoéng 400 lit (khodng 7,14 littkg) nhu vay thudc phan bd nhidu & mé. G ndng do diéu tri trong huyét
tdng, 97% celecoxib gan véi protein huyét tudng.

Thai tri: Nita dai thai trir trong huyét tudng khoéng 500 mi/phuit. Nifa ddi clia thudc kéo dai & nguoi suy than hodc suy gan. Celecoxib dugc chuyén '
héa trong gan thanh céc chét chuyén héa khong cé hoat tinh bdi isoenzym CYPa4s02C9.

Chi dinh :
DOLUMIXIB dugc chi dinh dé gidm cac ddu higu va triéu ching clia viém xudng khdp va viém khdp dang thap 6 ngudi ldn.
Gidm dau nhanh chéng trong : hau phiu, phau thuat trong nha khoa, dau byng kinh.
Bénh polype rudt cé tinh gia dinh.
Chéng chi dinh :
Mén cam vdi celecoxib %

Suy tim néng

Suy than nang (hé sé thai tril creatinin dudi 30 mi/phut)
Suy gan nédng

Bénh viém rudt (bénh Crohn, viem loét dai trang)

Tién st bénh hen, may day, hodc cac phan ung kiéu dj Ung khac sau khi ding aspirin hodc cac thudc chdng viém khong steroid khac. Da ¢ bao
céo vé cac phan Ung kidu phan vé nang, déi khi gay chét, véi cac thudc chdng viem khéng steroid & nhiing ngudi bénh nang.

Liéu lugng va cdch diing :
Viém xuong khdp : 200 mg méi ngay, mot ldn hodc chia lam 2 1an, néu cén thigt c6 thé dung mai ldn 200 mg, ngay 2 1an.
viém khdp dang thap : 100 — 200 mg, ngay 2 1dn.Ngudi I6n tudi nén bt ddu didu tri bang liéu nhd nhit. 5

L ]
Trong dau cip, déc biét dau sau phau thuat; dau byng kinh : Ngay ddu tién 1a 400 mg, sau d6 200 mg, nhiing ngay tiép theo mdi ngay 200
2 14n.

Bénh polype rudt cé tinh gia dinh : M&i 1an 400 mg x ngay 2 lan, uéng lic no.

. ngay

-
-

Tdc dyng phuy :
Tac dyng khong meng muén ciia celecoxib & liéu thudng dung noi chung nhe va c6 lién quan chi yéu dén dudng tiéu hoa. Nhiing tac dyng khang
mong mudn khién phai ngiing dung thude nhiéu nhat gbm: khé tisu, dau byng. Khong 7,1% ngudi bénh ding celecoxib phal ngiing ding thude vi
cdc tdc dung khéng mong mudn so vdi 6,1% ngudi bénh ding placebo phai nging
Thudng gap, ADR > 1/100
Tiéu héa: dau byng, Ta chay, kho tiéu, nay hdi, budn nén.

H& hédp: viém hong, viém mii, viém xoang, nhiém khudn dudng hd hap trén
Hé thén kinh trung udng: mat ngl, chéng mit, nhuc dau

Da: ban

Chuing: dau lung, phi ngoai bién

Him gép, ADR < 1/1000

Tim mach: ngét, suy tim sung huyét, rung that, ngh&n mach phéi, tai bign mach mdu nao, hoai thu ngoai bién, viém tinh mach huyét khai, viem
mach

Tiéu héa: tat rudt, thiing rudt, chay mau dudnd tiéu hoa, viem dai trang chay méu, thung thyc quéan, viém tuy, tat ruot
Gan, mat: bénh sbi mat, viem gan, vang da, suy gan.
Huyét hoc: giam lugng tidu cdu, médt bach cau hat, thigu mau khong tai tao, giam toan thé huyét cdu, gidm bach cau
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Chuyén hoa: gidm glucose huyét.

Hé than kinh trung udng: m&t diéu hoa, hoang tudng, ty sat

Than: suy than cap, viém than ké

Da: ban db da dang, viém da tréc, hdi ching stevens - Johnson,

Chung: nhiém khudn, chit dot ngot, phan tng kiéu phan vé, phu mach.

Théng bdo cho bdc sT nhiing téc dung khéng meng muén gdp phai khi sd dung thude.

Thén trong khi ding : 1
Cén than trong ding celecoxib cho ngudi co tién sii loét da day té trang, hodc chay mdu dudng tigu hoa, mic du thudc dugc coi 14 khong gay tai
bién dudng tiéu hoa do tic ché chon loc COX-2.

Cén than trong diing celecoxib cho ngudi c6 tién sif hen, di Ung khi ding aspirin hodc mdt thude chdng viém khong steroid vi cd thé xay ra séc phan
vé.

Cén than trong khi diing celecoxib cho ngudi cao tudi, suy nhuge vi dé gay chdy mau dudng tiéu hoa va thudng chiic nang than bi suy gidm do tudi.
Celecoxib cé thé gay doc cho than, nhat 14 khi duy tri Iuu lugng mau qua than phai cdn dén prostaglandin than hé trg. Ngudi c6 nguy cd cao goém co
ngudi suy tim, suy than hodc suy gan. Cén rét than trong ding celecoxib cho nhiing ngudi bénh nay.

Cn than trong diing celecoxib cho nhudi bj ph, gi nude (nhu suy tim, than) vi thudc gay d dich, [am bénh néng Ién.

Can than trong khi ding celecoxib cho ngui bi mat nudc ngoai t& bao (do ding thudc Igi tiéu manh). Can phai diéu tri tinh trang méat nudc trudc khi
ding celecoxib.

Vi chua 6 celecoxib ¢ lam gidm nguy cd ung thy dai - tryc trang lién quan dén bénh polyp dang tuyén dai - tryc trang co tinh chét gia dinh hay
khong, cho nén van phai tidp tyc cham soc bénh nay nhu thusng 1§, nghta la phai theo ddi ndi soi, cat bd dai - tryc trang dy phong khi cén. Ngoai
ra, ¢dn theo ddi nguy cd bién ching tim mach (nhdi mau cd tim, thidu mau cd tim cyc bg). Celecoxib khong c6 hoat tinh néi tai khéng tiéu cdu va
nhu vay khdng bao vé dugc cac tai bién do thi€u mau co tim, nhdt la ndu dung liéu cao kéo dai (400-800 mg/ngay)

Tudng tic thudc :

Cac chét tic ché men chuyén : Cdc bao cdo ggi ¥ ring NSAID c6 thé lam gidm tac dung chdng cao huyét dp clia céc chat e chd men chuyén
(ACE). Nén can nhéc tudng tic nay & nhiing bénh nhan ding celecoxib déng thdi vdi cac chét dc ché ACE.

Furosemid ; Céc nghién ciiu Iam sang da chi ra rdng cac thude NSAID co thé lam gidm tac dung thai trd Na+ cla furosemid va thiazide trong mot sd
bénh nhan. Tac dyng nay la do sy tic ché tang hgp prostaglandin § than,

Aspirin : diing ddng thai aspirin véi celecoxib ¢6 thé dan dén tang 1y 18 loét da day rudt hoac cac bién ching khac so vdi vigc st dung mét minh
celecoxib.

Fluconazol : Diing déng thi fluconazol liéu 200 mg x 4 lan/ngay da lam ting néng df trong huyét tudng cla celecoxib 2 lan. Vigc tang nay la do sy
tic ché chuyén hod celecoxib qua P450 2C9 clia fluconazole. Do d6, nén dua celecoxib & liéu ggi ¥ thdp nhét & nhidng bénh nhan dang ding
fluconazol,

Lithi : néng dé huyét tudng lithi 8n dinh trung binh ting xdp xI 17% & nhiing ngudi dung lithi 450mg x 2 1an méi ngay vdi celecoxib 200 mg x 2 1an
méi ngay so véi nhidng ngusi ding mét minh lithi. Nén gidm sat chat ché nhiing bénh nhan dang diéu tri lithi khi cho dung hodc nging dung
celecoxib.

Warfarin : Celecoxib khdng lam thay ddi tac dung chéng dong cia warfarin dudc xac dinh béng thdi gian prothrombin. Tuy nhién, nén than trong khi
diing celecoxib véi warfarin do nhiing b&nh nhan nay c6 nguy cd cao hon vé cac bién chiing chay mau.

Tdc ddng cla thuéc khi ldi xe va vdn hanh mdy méc : Chua cod bdo cao

Phy nii ¢é thai va cho con b :

Phu ni c6 thai : Celecoxib vin chua dugc nghién cuiu & phy ni mang thai. Trong cac nghién ctiu & dng vat, cho ding liéu gap hai l4n liéu t6i da ¢
ngudi, celecoxib cho thdy cé sy nguy hai dén bao thai. Vi vay chi sii dyng Celecoxib cho ba me mang thai khi da can nhic gida Igi ich va gguy cd
diing thudc cho bao thai.

Phy nii cho con bt : V&n chua biét thudc nay cé bai tiét qua sda me hay khong. Do nhiéu thude dugc bai tiét trong slfa ngudi va do tiém lang ¢
phan Ung bat Igi ndng & tré bl me do celecoxib, nén khi quyét dinh ngiing cho tré bu hoéc ngiing ding thugc cén tinh dén tdm quan trong clidthud
sl \
véi ngudi Te ‘o

Sif dung qud liéu : 1
Nhiing triéu chiing sau qua liéu cép cila cdc thude NSAID thudng gidi han & than thd, ngl ga, budn ndn, nén, va dau thugng vi, nhing tr§
nay thudng phuc héi khi co cham séc hé trg. Co thé xay ra chay mau da day rugt. Cao huyét &p, suy than cdp, suy ho hdp va hon mé céjbﬁ'iéy
nhung him. Cac phan ting phan vé da dugc bdo cdo vdiudng cdc thude NSAID, va co thé xay ra sau qua liéu. 5
Nén cham s6¢ cac bénh nhan bing diéu tri triéu ching va cdc bign phdp hd trg sau qua liéu thudc NSAID. Khong co thudc gidi dd
Khéng c6 sin thdng tin lién quan tdi viéc loai bd celecoxib béng cach thdm phan mau, nhung dya trén mic do lién két protein huyét tuong cao
(>97%) thi vigc thdm phan chdc chan khong cd ich khi qua liéu. Gay ndn va/hodc dung than hoat (60 dén 100 g & ngudi Idn, 1 dén 2 g/kg d tré em)
va/hodic co thé chi dinh thude nhuén trang trong nhitng bénh nhan udng thudc trong vong 4 gid cd cac triéu ching qua fiéu hodc sau udng qua mot
fidu Idn. Diing thudc Igi tidu, kiém hoa nudc tidu, tham phan mau hodc truyén dich tham phan c6 thé khong hilu ich do-G5e lién ket protein cao.

Béo quan : Noi khé, nhigt do duoi 25°C, tranh anh sang.
Thuge san xust theo TCCS CONG TY,CP SX - TM DP BONG NAM

Han diing : 36 thang ké tif ngay sin xuat

Thudc nay chi diing theo don cda thdy thudc
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pQC KY HUGNG DAN SU SUNG TRUGC KHI DUNG
NEU CANTHEM THONG TIN, XiN HG1Y KIEN BAC Si HUONR
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