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Rx: Toude biin theo don TO HUGNG DAN SUDUNG
CONOGES '
(Celecoxib)
THANH PHAN
Mbi vién nang Conoges 100 chira:
- Hogt char: Celecoxib ..........commemmmisnns 100,0 mg

— T dre: Laciose monohydrate, natri laury] sulfat, kollidon K30, natri croscarmellose, magnesi stearal, o
tinh khiét, ethanol 96%.

M3i vién nang Conoges 200 chira:

- Hogt chdt: Celecoxib .. 200,0 mg

- Td dge: Lactose monohydrate, natri lauryl sulfat, kollidon K30, natri croscarmellose, magnesi steara, nude
tinh khigt, ethanol 96%. W

DUQc LUC
Celecoxib 1a mot thude chéng viém khong steroid, ire ché chon loc cyclooxygenase-2 (COX-2), ¢ cde téc dung
chéng viém, giam dau vi ha sbr. Co ché tac dung cita celecoxib duge coi I (e ché sir tong hop prostaglandin, chi
yéu théng qua tée dung ire ché isoenzym cyclooxygenase-2 (COX-2), diin dén lam giam sy tgo thinh céc tién chit
ciia prostaglandin. Do khong ire ché enzym cyclooxygenase-1 (COX-1) nén Celecoxib it c6 nguy co gly cic téc
dung phy voi niém mac dg diy, nhung c6 thé gly tic dung phy & thin trong ty cée thude chong viém khng steroid
khéng chon lgc.

DUGQC BPONG HOC

Hep thu: .
Celecoxib hip thu nhanh qua dutmg tiéu héa. C6 thé diing Celecoxib ddng thiri véi thirc &n mi khong cin chi ¥
dén thoi gian cde bira &n. Néng d9 dinh trong huyét tuong cla thubc thuemg dat & 3 gior sau khi udng 1 lidu duy
nhdt 200 mg I 46i, vh trung binh bing 705 ng/ml. Néng 4 thube ¢ trang thai n dinh trong huyét tuong dat ¢
trong vong 5 ngay.

Pm M" r » T

"Thé tich phiin bé & trang thdi én dinh khodng 400 lit (khoang 7,14 livkg) nhu viy thude phin bS nhiéu vao md. O
ning di didu tri trong huyét iromg, 97% celecoxib gan vai protein huygx tuomg. —~—
Thai trir: 4
Nira dosi thai trir trong huyét tuong cia celecoxib sau khi ung Ia 11 gio v h§ s thanh thai rong huyét wong  F@Y
khodng 500 ml/phist. Nira ddr thai trir cda thube kéo dai & ngudi suy thin hodc suy gan. Celecoxib duge chuyénhéa
trong gan thinh cic chit chuyén héa khong co hoat tinh bai isoenzym CYP.s,2C9. T

Celecoxib thii trir khodng 27% trong nude tiéu vit 57% trong philn, dudi 3% lidu duge thai trir khang thay ddi. {ie
CHI BINH
e  Diéu trj triéu chimg viém xuong khop, viém khép dang thp & ngudi lén. -
»  Ditu tri dau cip, ké ca dau sau phiu thudt, nhé ring.
e  Diéu tr théng kinh nguyén phat.
e Dibu trj bd try dé 1am gidm s6 luong polyp trong liéu phép thong thuimg diéu trj bénh polyp deng wyén dai

trire tring cd tinh gia dinh.
LIEU LUQNG VA CACH DUNG
Cidch ditng:

s Trong didu trj viém xuwong khép: ubng ngdy 1 1in hojic chia lam 2 liin bing nhau, déu c6 tic dung nhu
nhau
»  Ddi vii viem khop dang thip: nén diing lid chia 1am 2 Jin.
o Déivai lidu 16i 200 mg/ldn, ngdy udng 2 lin, oo thé udng cing véi thire in hodie khong.
«  Déi vai lidu t6i 400 mg/tn, ngdy udng 2 Hin, ubng vio bita n (ciing vai thirc an).
L@ diang:
Thodi hoa xuong - khép: liéu théng thudmg 200mg/ngdy, udng 1 Hn hofic chia lam 2 liéu bing nhau.
Viém khép dang thip: 100-200 mg x 2 Hn/ngay.
Viém cot séng dinh khap: 200 mg/ngdy hofic 100 mg x 2 lin/ngy.
Polyp dai - tryc tring: 400 mg/lin, ngay udng 2 lin
Pau n6i chung v théng kinh: lidu thong thutmg & ngudi 1on 400 mg/ngty/tn, tiép theo 200 mg néu cn,
trong ngdy diu. Dé tiép tuc giam dau, cd thé ding [r:fu 200 mg, ngdy udng 2 lin, néu cin,
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CHONG CHI BINH
«  Min cim véi Celecoxib, suffonamid.
= Bénhviém rudt (bénh Crohn, viém loét dai trang).
e Tin sir hen, may day, hofic c6 cée phan img kiéu dj dmg sau khi diing aspirin hodc cdc thudc
khéng viém khong steroid bao gbm céc thude ire ché dae higu COX-2 khic.
»  Didu tri dau trong viing phiu thugt trong phiiu thujt ghép dong mach vanh nhin tgo.
THAN TRONG
Thin trong ding Celecoxib: )
» Vi nhimg ngudri o6 tidn sir loét da diy, 1 tring, holic chiy mAu dirtmg tiéu hoa, mie di thube duge coi B
khng gy 1ai bién dubng tidu hoa do ire ché chon loc COX-2.
o Cho nguii cao tudi, suy nhwge vi dé giy chay miu dudng tiéu héa vi thuimg chire nfing thin b suy giam
tuéi

. Chunp.lb’isuylirll.su)'gan.mytm&lmnﬂbodmégﬁydkchulhhniﬁtl&khiduyu‘llwlm;mgmﬁu
qua thin phii cin dén Prostaglandin thin h trg.
Cho ngsisi bi phi, gitt mude (nhur suy tim, thin) vi thube gly o djch, 1am bénh ning lén.,
mmbin&mnmhémcdudmmu&Iﬁ:ihmn}.c&-pnﬁdi&mﬂummnﬁ:nm
trurde khi ding Celecoxib. )

. thmm&lmxibmlq:ngi&mnguymmgmudai—lmlrangIiénqumdénbmhpnbrpdangluyh
ﬂi—w:mgcétinhchﬁlg!n_dlrhwmmn!nvinpmimhmsécbenhmﬁnn&}'nhmmm:z,
nghia Ia phai theo doi ngi soi, ciit bd -lrurnﬁngdl,rphbngkhidn.hlgoéirachthwdﬁlngﬂycuh'n
d'!imgli.m mgch (nhdi maéu co tim, thige miu oo tim cye bd). Celecoxib khing co hogt tinh ni tpi khang
tidu uvamuvaymmghmvedmmmniénunthiaumaumum.mmlanéudwuéummdai

(400 - 800 mg/ngiy) ans

TUONG TAC Tngc ) ‘;:3
e Chung: chuyén héa ciia Celecoxib qua trung gian cytochrom Pys2C9 trong gan. Sir dyng dong thii ot

celecoxib véi cac thube cd tac dyng (e ché enzym ndy cd thé dnh hudmg dén duge dong hoc ciia celecoxib, o0,

nén phéi thin trgng khi dimg déng thir cic nly. Ngodi ra, celecoxib eiing trc ché gian cytochrom TOM

Py2D6. Do dé o6 khit nang twong tic gilta celecoxib va cdc thube duge chuyén hoa béi Pess2D6.

»  Thudc ire ché enzym chuyén angiotensin: cic thude chiing viém khong steroid e thé lam gidm tic dung 'ff}‘
chéng ting huyét dp cua céc thude (e ché enzym chuyén angiotensin. =

e Thube Iy tiéu: cc thude ching viém khng steroid c6 thé 1dm giam téc dyng tang bai tiét natri nidu cisa
ﬂléma'nid va thiazid & mdt s bénh nhdn, co thé do e ché tdng hop prostaglandin va nguy co suy thin c6
thé gia ting.

o Aspirin: miic dis ¢ thé ding celecoxib ciing véi liéu thilp aspirin, nhung vige sir dung dAbng thiri hai thude
nédy c6 thé din dén tng 17 1§ lodt dudmg tiéu héa hoge cée bidn chimg khéc, so voi vige ding celecoxib
rigng &

o Fluconazol: ding ddng thisi celecoxib véi fluconazol cb thé din dén tang déng ké ndng 46 huyét eomg cia
celecoxib.

e Lithi: celecoxib 6 thé 1am giim sir thanh thii thin cd lithi, didu ndy diin dén tang ndng dg lithi trong huyét

Tll'tl'l'lg.

e Warfarin: c4c bin chimg chiy miu két hop vai ting thai gian prothrombin da xiy ra & mt sb ngudri bénh
(ehi yéu cao tudi) khi ding celecoxib ddng thai vii warfarin,

TAC DUNG KHONG MONG MUON

«  Tée dung khang mong mudn ciia celecoxib @ lidu th diing ndi chung nhe va cé lién quan chit yéu dén
dutmg tiéu hoa. Nhimg te dyng khong mong mubn khién phii ngimg ding thube nhiéu nhét gbm: kho
tiéu, dau bung. Khodng 7,1% nguir bénh ding celecoxib phii ngimg ding thudc vi céc tdc dyng khing
meng mudn so vai 6,1% nguin bénh ding placebo phai ngimg.

s Thuimg gip, ADR > 1/100:

Tiéu hoa: dau byng, in chay, kho tiéu, ddy hoi, bubn non.

Ho hiip: viém hong, viém mii, viém xoang, nhiém khuin dudmg ha hip trén.

Hé thiln kinh trung wong: mét ng, ching mat, nhire diu,

Da: ban.

Chung: dau lumg, phil ngogi bién.

e Hiém gip, ADR < 1/1000:

Tim magch: ngat, suy tim sung huyér, rung thit, nghn mach phéi, tai bién mach mdu ndo. hogt thir ngoai bidn,

viém tinh myeh huyét khdi, viem mach,

Tiéu ha: tic rudt, thing rugt, chiy miu dutmg tidu hoa, viém dai tring chay méu, thing thye guin, viém tyy,

e rud.

Gan mit: bénh s6i mdr. viém gan,vang da. suy gan.
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" 'Ijmuy&lwc:giﬂmlmﬁéudu. mét bach chu hat, thiéy miu khong tai tao, giam toin thé huyét clu, gitm bach

Chuyén hoa: gidm glucose huyér.

Hié thin kinh trung vomg: mét didu hoa, hoang fudmg tr sdt.

Thiin: suy thin cip, viém thin k&,

Da: ban dé da dang, viém da tréc, bii chimg Stevens — johnson.
Chung: nhidm khtim chét dgt ngot, phin img kidu phin vé, phil mgch,

Thing bdo cho bic st nhimg tdc dung kivding mong mudn gip phdi ki sie dung thuie.

PHY NU'CO THAT VA CHO CON BU W

*  Thiri ki mang thai:

Chura o cée nghién ciu diy di vé celecoxib & phy nit mang thai. Chi nén ding & phy nir mang thai khi lgi jch cao
hom niguy co ¢ thé xiy rm dbi v thai. Khong ding celecoxib & 3 thing cudi cia thai k¥, vi cac chat (e ché tdng
hop prostaglandin c6 thé o6 tic dung xdu trén hé tim mach cla thai.

*  Thiri ki cho con bii:

Chura biét celecoxib o6 dupe phin b vio sira me hay khang, Vi celecoxib o6 thé ¢d nhimg tic dyng khdng mong
mudn nghiém trong & tré nhé bil sira me, ciin cin nhac lgihal hoje ngimg cho con b, hode ngimg ding celecoxib.
LAI XE VA VAN HANH MAY MOC

Sau khi ubng thude bénh nhan c6 thé bj chong mt nén thin trong khi 18i xe vi vin hénh mdy mibc.

QUA LIEU VA XU TRi

Trigu chimg:

s Cothé gy ngit lim, ngd lo mo, budn ndn, nén vk dau ving thusgng vi; cie bitu hign nay thirimg phue hii
véi cdc vide didu trj niing db. |

s Chiy miu duimg tiéu héa.

e Cac bitu hién xity ra hiém hom 1 ting huyét &p, suy thin cip, e ché hd hip vi hon mé.

X tri

e Dibu trj qud lidu thubc ching vism khong steroid bao gbm dibu tr rigu chimg v ning do; khong c6 thude
gidi de dic higu ddi voi thude chiing viém khong steroid.

o Trong 4 git diu sau dimg qud lidy, ligu phap giy ndn vihodic cho ding than heat tinh (60 - 100 g cho
ngut 16, hogi | dén 2g/kg cho tré em), vivholie mit thudc iy tham thiiu co thé cd ich dbi vai nhimg
ngudi benh 8 o6 biéu hign bénh Iy hojic 43 wbng mét lugng thude qud Ion.

= Khéng biét celecoxib oo loai duge bing thim tich miu hay khing, nhimg thube gin vilo protein vai ty 1
cao ggi ¥ st dung cdc bign phip bii iéu cudmg bire, kibm héa nuoe tidy, thim tich mau hoje truyén méu

e thé khang c6 hi¢u qua logi bd lugng ltm celecoxib khoi co thé.
BAO QUAN: Noi khd, nhigt 43 dui 30°C, trinh dnh sang.
HAN DUNG: 36 thang ké tir nghy sin xud.
NG GOIL: Ep vi Al-AL Hip 3 vi x 10 vién nang
TIEU CHUAN: TCCS.
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PE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO DON CUA BAC SI
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOL Y KIEN BAC ST
San xut tai:
CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM
54 43, Duimg sb 8, Khu cong nghiép Vit Nam - Singapore, Thugn An, Binh Duong, Vigt Nam
PT: 06503 769 606 - Fax: 06503 769 601

Binh Drremg, ngdy L. thang. Andm 2012
NG GIAM BOC

PHO CUC TRUCNG
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