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Thudc nay chi ding theo don ciia bdc st
Doc ky hudng dan sw dung trudc khi diung
Neéu cdn thém théng tin xin hoi y kién cua bdc st

UZNAR

Vién nang Celecoxib

THANH PHAN

Uznar 100 Capsule: Mdi vién nang c6 chira:

Hoat chat: Celecoxib 100 mg

Td duge: Cellulose vi tinh thé PH 102, tinh bdt natri glycolat, sodium lauryl sulfate,
magnesium stearate.

Uznar 200 Capsule: Mdi vién nang c6 chira:

Hoat chat: Celecoxib 200 mg

Té dugc: Cellulose vi tinh thé PH 102, tinh bot natri glycolat, sodium lauryl sulfate,
magnesium stearate.

CAC PAC TINH DUQC LUC HQC

Celecoxib thude nhom thudce gidn dau chéng viém khong steroid (NSAIDs) c6-tac dung ha
nhiét, chfmg viém, giam dau.

Trong liéu 14m sang (200-400 mg/ngay), celecoxib la chét trc ché c6 chon loc ddi véi COX-2
(cyclooxygenase-2), do vdy co tac dung e ché téng hop céc chit trung gian prostanoid gy
dau, sung, st

Celecoxib ¢6 téc dung tét trong viée diéu tri cac bénh thoai hoa khép, viém khép dang thép
va viém cimg khop cot sdng. Celecoxib & lidu ding hang ngay 200-400mg ¢6 tac dung giam
dau trong vong 24 gi¢ sau khi ding thubc. Celecoxib & lidu 100mg x 2 lan/ngay, 200mg x 1
lanfngay, 200mg x 2 lanfngay, 400mg x 1 1an/ngay duoc thir nghiém va cho thdy c6 tac dung
dang ké dbi v6i hdu hét cac bénh vé khop. é

CAC PAC TINH DUQC PONG HQC

Celecoxib dugc hap thu nhanh qua duomg tiéu hoa. Nong d6 dinh trong huyet tuong cua
thude thuong xudt hién 3 gi¢ sau khi uong Ubng celecoxib voi thire an c6 nhiu chét béo lam
cham thoi gian dat n(}ng dd dinh so voi ubng luc doi khoang 1-2 gio. O phu nit trén 65 tu01
nong dd dinh va AUC trong huyet tuong ting tuong tng 40% va 50% so voi ngudi tré tudi.
Nong d0 dinh va AUC cua celecoxib & ngudi suy gan nhe, ting tuong ung 1a 53 va 26%; &
ngudi suy gan vira téng tuong ung la 41 va 146%.

Nong do thubc & trang thai 6n dmh trong huyét tuong dat dugc trong vong 5 ngay; khong
thiy c6 tich lu§. 97% celecoxib gén vdi protein huyet tuong.

Celecoxib duoc chuyén hoa trong gan thanh céc chét chuyén hoa khong c6 hoat tinh.
Celecoxib bi thai trir chi yéu qua nude tiéu dudi dang da chuyén hod. Thoi gian ban thai
khoang 8-12 gio.

CHI PINH

Celecoxib dugc chi dinh trong didu tri thoai hoéa khop, viém khép dang thap va viém ciing
khop cot song

Diu tri dau cip, ké ca dau sau phiu thuét, nhd ring.

Diéu tri théng kinh nguyén phat.
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Thodi héa khop: lidu khuyen cao 100mg x 2 lanfngay hodc 200mg x 1 lan/ngéy Trong
truong hop cén thiét, c6 thé tang liéu lén 200mg x 2 1in/ngay dé tang hiéu qua didu tri.

Viém khop dang lhap liéu khuyén cdo, ban dau nén sir dung 100mg x 2 lan/ngdy. Sau do,
néu can thiét, c6 thé tang 200mg x 2 lan/ngay.

Viem citng khdp cot song: Lieu dung hang ngdy 100mg x 2 lanfngay hodc 200mg x 1
lanfngay Trong mot sb truong hop, ¢6 thé tang liéu 1én 400mg x 1 14n mdi ngay hodc 200mg
x 2 l4n mdi ngay.

Tdc dyng giam dau, d:éu m fhdng kinh: Liéu ding ¢ ngudi 16n: trong ngay diu nén ding
400mg udng mot 1an, néu can, c6 thé tiép tuc didu tri bang liéu 200mg x 2 ln/ngay.

Vi tat ca truong hop diéu tri bing celecoxib, sau hai tudn, néu hiéu qua khong rd rét, nén
ngung ding thude va tham khao y kién cua bac st dé ¢6 phuong phap diéu tri thich hop.

Déi véi ngieoi cao tuéi (> 65 tudi): ban ddu nén ding 200mg x 1 lAn/ngay. Sau dé co thé tang
1én 200mg x 2 lin/ngay. Thén trong voi ngudi cao tudi 6 trong lwong co thé nhd hon 50kg.
Suy gan: nhimg bénh nhén suy gan vira phai véi ham luong albumin huyét thanh 25-35g/1
nén ding mot nira lidu khuyén céo.

Bénh nhdn suy thdn, hodc thiéu hut chdt chuyén héa CYP2C9: than trong khi st dung
celecoxib.

— CHONG CHI PINH
Bénh nhan min cam vdi céc thanh phan cta thude. Bénh nhan cé biéu hién phan ung dj ing
voi cac sulfonamide, axit acetyl salicylic hodc cac thube NSAID tre ché COX-2 khac.
Bénh nhan loét da day ta trang hodc chay mau dudng tiéu hoa, bénh nhan rbi loan chirc ning
gan nang (albumin huyét thanh <25g/l hodc Child-Pugh>10), bénh nhan c¢6 d6 thanh thai
creatinine udc tinh <30 ml/phat, bénh nhén bi viém rudt, suy tim. K
Chéng chi dinh dau chu phau khi phiu thuat BCMX. ;

CANH BAO PAC BIET VA THAN TRONG DAC BIET KHI DUNG THUOC
Celecoxib ¢6 thé gly loét da day ta trang, chay mau dudng tiéu hod, dic biét khi sir dung
ddng thoi véi cac thude NSAID va axit acetyl salixylic .

Than trong khi sir dung cho cac bénh nhén ddi thao duong, cao huyét ap, bénh nhan hut thubce
14, bénh nhén tién st suy tim, i loan chirc nang tam thét, bénh nhén bi phu né.

Celecoxib c6 thé gay viém gan cdp tinh, suy gan, anh hudong dén chirc nang than.

Celecoxib trc ché CYP2D6. Bénh nhén thiéu CYP2D6 nén duge didu tri than trong,
Celecoxib c6 thé gay viém da, hdi chimg Stevens-Johnson. Nén ngimng diing thudc khi c6 cac
triéu chimg ban do da, ton thuong niém mac, hoic bét ky d4u hiéu khéac cua qua méan.

Than trong khi sir dung ddng thoi celecoxib véi warfarin va cdc thude chbng déng dudmg
ubng khéc.

TUONG TAC THUOC
Twong tic duoc luc hoc
Warfarin: Céac bién chimg chay mau két hop véi tang thoi gian prothrombin dd xay ra & mot
s6 bénh nhan (chu yéu ngudi cao tudi) khi ding celecoxib ddng thoi véi warfarin, Do dg, can
theo ddi cdc xét nghiém ve dbng mau nhu thoi gian prothrombin, dic biét trong may ngay
dAu sau khi bit ddu hoic thay déi liéu phap, vi cac bénh nhdn nay c¢6 nguy co bién ching
chay mau cao.

Thube lgi tiéu : Cac thube chéng viém khong steroid ¢6 thé lam giam tac dung tang bai tiét
natri-niéu ctia furosemid va thiazid & mdt s6 bénh nhan, c6 thé do trc ckﬁfjﬁgg hop
prostaglandin va nguy co suy thdn c6 thé gia ting. Va ,
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Thubc tic ché men chuyen angiotensin: Céac thudc chong viém khong steroid c6 thé lam giam

tac dung chdng tang huyét ap ctia cac thude trc ché enzym chuyen angiotensin. Cén chd y dén

tuong tac nay khi dung celecoxib ddng thoi véi cac thude tic ché enzym chuyén angiotensin.

Aspirin : Mac du ¢6 thé ding celecoxib cung voi liéu thip aspirin, viéc sir dung ddng thoi hai

thudc chéng viém khong steroid nay c6 thé din dén tang ty 1& loét dudng tiéu hoa hoic cac

bién chung khac, so véi vige dung celecoxib riéng ré. Vi khéng c6 tac dung khang tidu cdu,

celecoxib khdng phai la chét thay thé asplrm déi voi viée du phong bénh tim mach.

Fluconazol ;: Dung ddng thoi celecoxib vai fluconazol c6 thé din dén ting dang ké ndng dd

huyét tuong cua celecoxib. Tuong tac duge dong hoc nay cd vé do fluconazol trc ché

isoenzym P450 2C9 ¢6 lién quan véi su chuyén ho4 celecoxib. Nén bat diu diéu tri celecoxib

v6i lidu khuyén ding ihép nhét & ngudi bénh ding fluconazol dfmg thoi.

Lithi: Celecoxib c6 thé lam giam sur thanh thai than cia lithi, didu nay dan dén tang nong do

lithi trong huyét twong. Cén theo ddi chét che bénh nhén dung ddng thoi lithi va celecoxib vé

céc déu hidu doc cua lithi va can didu chinh lidu cho phu hop khi bét déu hoic ngimg ding

celecoxib.

Khi celecoxib duge diing dong thdi véi ciclosporin, tacrolimus s& lam tang nguy co gy doc

than.

Str dung celecoxib két hop véi axit acetylsalicylic c6 thé lam tang nguy co viém loét duong
m— tiéu-hoa.

Twong tiac dwoge dong hoc

Anh hiéng cia celecoxib doi véi nhitng rhuoc khac

Celecoxib 1a mot chit uc che CYP2D6. Néng dd trong huyét twong cia nhimg thude 1a co

chit clia enzyme nay c6 the tang lén khi sir dung cung véi celecoxib. Cac loai thubc duoc

chuyen hoa boi CYP2D6 gdm c6 thube chbng tram cam (tricyclic va SSRI), thude an than,

thude chdng loan nhip.

Anh huéng cia thuée khdc doi véi celecoxib

Su dung ddng thoi tac nhan gdy cam (g ciia CYP2C9 nhu rifampicin, carbamazepin va cac

loai thubc an than c6 thé lam giam ndng do trong huyét tuong cta celecoxib. é

i

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phy nit ¢6 thai: Chua c6 nghién ctu ddy di vé anh hudng cua celecoxib d6i véi phu nir ¢6
thai, vi vy chi dung thude cho phu nit ¢6 thai khi thét can thiét. Khong ding celecoxib & 3
thang cubi cta thai ki vi cac chit (ic ché téng hop prostaglandin cé thé déng sém dng dong
mach cua thai.

Thoi kp cho con bit: Chua ¢ nghién ciru ddy da vé vi€c bai tiét cia celecoxib qua sita me. Vi
celecoxib c6 thé gdy nhitng tac dung khong mong mudn & tré, do viy, can can nhéc ki trudce
khi diing thudc cho phu nit nudi con bing sira me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC ,
Bénh nhan c6 thé bi chong mat, budn ngu trong khi dung celecoxib. Do vy, khi dung thude
nén han ché lai xe hay van hanh may moc.

TAC DUNG KHONG MONG MUON
Thudng gip: cao huyét ap, viém xoang, di tng, mét ngt, chéng mit, viém hong, kho thd, dau
bung, di g, c4c tri¢u ching gidng bénh cum.

It gap: lo 4u, tram cam, mét moi, 16a mat, 1 tai, suy tim, suy gan, tdng creatin méau, chudt rut.
Ghi chi: XIN THONG BAO CHO BAC SI CAC TAC DUNG PHU GAP PHAI TRONG
QUA TRINH SU DUNG THUOC 01902050,

SU DUNG QUA LIEU
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Chua c6 thir nghi¢ém 1am sang trong str dung celecoxib qua liéu. Dung celecoxib véi liéu duy
nhit 1200mg/ngay hoic 1200mg x 2 lan/ngay cho ngudi khée manh trong chin ngdy ma
khong co tac dung phu dang> ké. Trong trudng hop qua lidu, bién phap chung 14 phai tirc khic
gay non hodc rira da day, tiép theo 1a diéu tri triéu chimg va hd tro.

TIEU CHUAN CHAT LUQNG
Nha san xuat

HAN DUNG '
24 théng ke tir ngay san xuat ‘ . N
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN Ji
Giir thube & nhiét g dusi 30°C. ‘ .
GIU THUOC XA TAM TAY CUA TRE EM

TRINH BAY

Hop 2 vi x 10 vién nang.
NHA SAN XUAT

M/S. BIO-LABS (PVT) LTD

Plot No. 145, Industrial Triangle, Kah/uta Road, Islamabad, Pakistan

PHO CUC TRUONG
P/Pga dcm Yim ,W‘E'L 14y
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