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RX THUOC BAN THEQ BON
DORESYL
ORESYL: 4o0O nyg
THANH PHAN
M1 vién nang clng chia;
~CRIBLORID e srmsmsmrmmsisrssie 400mg

-Tadduoc: Lactase, Povidon K30, Natri lauryl sulfat, Natricroscarmellose,
Magnesi stearat, nang cing gelatin (6 0).

DANG BAOCHE

Vign nang cung, dungudng.

QUY CACHPONGGOI

Hép 1wi, 3,6 vl 10vix 10vién

CHIDINH

- Riéu tri bd trg dé lam gidm sé lugng polyp trang ligu phap thing
thuéing didu tri bénh polyp dang tuydn dai - truc trang cétinh giadinh,
- Biéu tri dau cap, dau sau phau thuat, nha rang, théng kinh nguyén phat,
LIEU LUONG VA CACHDUNG

* Cdch dung: DOng udng, nén ufing trong bira an dé hap thutét han,

* Lidu fuemg:

- Palyp dal - true trang: 400 mg/lan x 2 lan/ngay. B6] vdi lidu phap trén
6 thang, ddan toan va hidu qua cda thude chua dugc nghién cdu.

- Dau cip, dau sau phauthuét, nhé rang, thdng kinh; Liéu théng thudng
@ ngudsi lém 400 mg udng 1 1an, tép theo 200 mg néu can, trong ngay
ddu. Bé 1idp tyc gidm daw, cé thé cho figu 200 mo/lan x 2 lin/ngay, néu
can. (Dungloai vién chira celecoxib 200 mg)

- Niguidii cao tudi (trén 65 tudl): Khong can digu chinh lléu. Boi vei ngudi
cao tudi ca trong |ugng ca thé dudi 50 kg, ding liéu khuyén cao thip
nhat khi bat dau diéutr.

- Suy than: Khéng khuyén cao dung cho ngudi suy than, Néu cén thiét
phii ding celecoxib cha ngudl suy thin nang, phai gidm sat cdn than
chife nang than.

-Suy gan: Khéng duge dung cho ngudi bénh suy gan nang. Bal val suy
ganvia,can giam liéu khodng 50 %,

CHONG CHIDINH

-Man cam vdi cac thanh phan cia thude, sulfanamid.

- Suy tim nang, suy than nang (hé s thanh thal creatinin dudi 30 miphut),
suy gan nang.

-Bénhvigm rudt (bénh Crohn, vieém loét daitrang).

= Tién sur i hen, mé day hay cac phan Ung kiéu di tng khac sau khi ding
aspirin hodccac thude chéna viém khang steroid khéc. Bacobaocdo vé
cac phan tng kigu phan vé nang, d6i khi gay chét vai cac thude chéng
viém khéng steroid & nhimg ngudi bénh nay.
THANTRONG KHI SUDUNG

Canthan trong ding celecoxib cho cac bénh nhan:

- Ngudi co tién siloét da day ta trang hoac chay mau duding tiéu hoa,
mdc di thude dugc coi 13 khdng gay tal bién duding tiéu hda do e ché
chonlog COX-2,

« Ngudit ¢4 tién sir hen, df tng khi ding aspirin hodc mat thude chiing
viém khang steroid vi cd thé xdy ra sdcphan ve,

- Nguits cao tudi, suy nhuge vi dé gay chay mau duting tieu hoa va thuimg
chiie ndng than bi suy gidm do tudi,

- Celecoxib cd thé gy ddc cho than, nhat 1a khi duy tri luu lugng méau
qua than phai can dén prostaglandin than hd tro. Can rdt than trong
diing celecoxib cho nhiing ngudi cd nguy ¢o cao gom cd ngudi suy tim,
suy thin hodc suy gan.

- Nguri bi pha, gil nuac (nhu suy tim; than) vi thude gay O dich, lam
bénhnanglén.

- Ngusi b| mdt nude ngodl té bae (do ding thutc lgl tidu manh). Cin
phai didu trj tinh trang mat nude trudc khi dong celecoxib.

-Vi chua ro celecoxib oé lam gidm nguy g ung thu dai- tngc trang lién
quan dén banh polyp dang tuyén dai - true trang cé tinh chat gia dinh
hay khéng, phai theo doi ndi sol, cat ba dai — trifc trang du phong khj
can. Ngoai ra, cén thea doi nguy ca bién ching tim mach (nhéi mau co
tim, thiéu mau co tim cuc bg). Celecoxib khéng cé hoat tinh néi tal
khing tidu cdu va nhu viy khéng bao vé duge cic tai bign do thidu mau
catim, nhat la néu ding liéu cao kéo dai (400 - 80D ma/ngay).

- Nguy cahuyét khai tim mach:

Cac thudc chéng vigm khang steroid (NSAIDs), khang phdi aspirin,
diing duting toan than, cd thé lam tang nguy co xudt hién bién cd
huyét khéi tim mach, bao gdm cd nhéi mau co tim va dot quy, ¢ thé
dan dén 1 vong, Nguy co nay co thé xuat hign som trong vai luan dau
diing thude va cé thé 1éng 1én theo thai gian ding thude. Nguy co
huyét khai timmach duge ghi nhan chi yéu &liéu cao.

Bac si candanh gia dinh ky su xuat hién cda cac bign od tim mach, ngay ca
khi bénh nhan khong o6 cdc trigu chuing tim mach trude dé, Bénh nhan
can dugc canh bao vé cic trigu chung cda bién o6 tim mach nghigm
trong va can tham kham bde sTngay khi xudt hign cac tridu chimg néy,

D& giam thiéu nguy co xudt hién bién ¢d bat |gi, can st duna DORESYL
400 mg 4 lidu hang ngay thap nhat ¢o higu qua trong thai gian ngdn
nhdtcathe,

PHUNU COTHAIVACHOCONBU

*Thaiky mang thai:

-Chinénding celecoxib cho phu ndmang thai khilgi ich cao han nguy
co c6 thé xdy ra déi véi thai, Khdng ding celecoxib & 3 thang cudi cua
thai ky, vi cac chat c ché tdng hop prostaglandin co thé co tac dung
®Autrén hé timmach cathal,

“Thdi ky chocon bii:

Chua biét celecoxlb cd duge phan bé vao st me hay khang. Vi
celecoxib eb thé ¢d nhimg tée dung khing mong mudn nghiém trong
& tré nhé ba sia me, cin can nhic Igifhal hodc ngimg cho bu hodc
ngimgdung celecoxib.

ANHHUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Celecoxib 6 thé gay chdng mat, nhue diu, Néu cdm thay chénag mat,
nhidcdau thinén tranh 1al tau ke vavan hanh may moc,

TU?:CNG TAC V01 CAC THUGC KHAC VA CAC DANG TUONG TAC
KH

Chuyén hda cua celecoxib qua trung gian cytochrom P,,2C9 trong
gan, Strdung déng thaicelecoxib vai cac thude cé tac dung tg ché men
nay ¢ thi dnh hudng dén duge dong hoc cha celecoxib, nén phai than
trong khi ding déng thai cac thutc nay. Ngoai ra, celecoxib ciing U
ché cytochrom P, 206, Do dé, cd kha nang tuting tac gitia celecoxib va
cacthude duge chuyénhoabdiP,, 2D6.

- Thuéc uc ché men chuyén angiotensin: Lam gidm tac dung chéng
tang huyEt 4p cla cée thude de ché men chuyén anglotensin, Canchi y
dén wang tac nay khi ding celecoxib ddng thisi vdi cac thude Uc ché
men chuyén angictensin.

-Thude lgi tidu: Lam gidm téc dung ting bai tiét natri niéu cia furosemid
va thiazid & mot s6 naudi bénh, do de ché 1ong hop prostaglandin va
nguyca suy than e thé giatang.

- Aspirin: Tang ty 1 loét duéing tiéu héa vacdc bidn chiing khac,

- Fluconazal: Tang dang ké ndng do huydt tugng coa celecoxib vi vy
khuyén cdo ding lléu thap nhat & bénh nhin dang ding fluconazol,
Mén bt dau diéu tri celecoxib véi lléu khuyén ding thap nhat & ngudl
bénh ding fluconazol déng thai.
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- Lithi: Lam giam sy thanh thai than cda lithi, diéu nay dan dén tang
néng dé lithi trang huyét tugng, Can theo doi chat ché ngudi bénh
ding déng thai lithi va celecexib vé cac dau higu doc cha lithi va can
diguchinhligu cho phi hop khibat dau.

- Warfarin: Cac bién chung chdy mau k&t hop vai ting thdl gian
prothrombin da xay ra & mat 56 ngudi bénh (chd yéu ngudi cao twbi)
khi ding celecoxib déng thai vai warfanin. Do do, can theo doi cac xét
nghiém vé dang mau rhu thal gian prothrombin, dac biét trong may
ngay diu sau khi bit ddu hodc thay dél lidu phap, vi cic ngudi bénh nay
conguy cocao bién ching chiy mau,

TACDUNG KHONG MONG MUGN (ADR)

- Mguy cohuyét khdi timmach (xem phan than trong khi strduna).

- Tac dung khéng meng mudn cla celecoxib 4 liéu thutng ding noi
chung nhe va cd lién quan chi yéu dén dudmag tigu hda. Nhimg tac
dung khang mong mudn khién phal ngiing thudc nhigunhat gom: Kho
tiéu, dau bung. Khodng 7,1 % ngudi bénh ding celecoxib phai ngimg
ding thudic vi cic tac dung khéng mong mudn so vai 6,1 % nguoi bénh
dung placebo phaingting.

Thuéng gap, ADR>1/100

+Tigu héa; Dau bung, tiéu chay, kha tigu, diy hal, budn ndn,

+ Ho hap: Viem hong, viem mai, viém xoang, nhigm khuin dugng hé hap
trén,

+ Hé than kinh trung uong: Mat ngu, chang mat, nhire dau.
+Da:Banda.

+Chung: Baulung, phu ngoai bién,

Hiémgdp, ADR < 1/1000

+Tim mach: Ngdt, suy tim sung huyét, rung that, nghén mach phai, tai
bién mach mau nio, hoai thu ngoai bién, viém tinh mach huyét khéi,
viérm mach.

+ Tieu hoa: Tac rudt, thung rudt, chdy mau dudng tigu hoa, viém dal
trang chay mau, thing thuc qudn, viem tuy, tacrudt,

+Gan mat: Bénh sol mat, viémgan, vang da, suy gan,

+ Huyét hoe Gidm lugng tidu cdu, mat bach cdu hat, thigu mau khong
taitao, gidm toanthé huyét cau, giam bach cau,

+ Chuyén héa: Glam glucose huyét.

+Hé than kinh trung vong: Mat diéu hoa, hoang tudng tu sdt.
+Than:Suy thdn cap, viem than ké.

+ Da: Ban dddadang, viém da troc, haiching Stevens Johnson.

+ Chung; Nhiém khuan, chét dét ngdt, phan ung kigu phan vé, phimach,
Théng bao cho bac sinhing tic dung khang meng mudn gap phai khi
st dyng thude.

* Huémg dan cach xdrtri ADR:

Méu cd biéu hién dac hai than trong khi digu tr] celecoxib, can phai
ngling thude, thudng chire ndng than sé trd vé mue trude didu trf sau
khingiing didutrithusc

Test gan co the tang {gap 3 1an muc binh thudng & gidi han caa). Su
tang nay b thé tién trién hodc khéng thay ddi hoac chi tam thai trang
mat thai gian khi tiép tuc diéu tri. Nhung néu co hiéu hién ning cla
viém gan (vangda, bigu hidn suy gan..) phal ngling ngay thudce,

Nal chung, khi ding vai lidu thong thugng va ngan ngay, celecoxib
dungnaptdt,

QUALIEUVA CACHXUTRI

-Triéu ching: Ngu lim, ngd lo mg, budn nén, non, dau vung thugng vi:
cac biéu hién nay thuang phuc hdivai vigc didu trindng do. Clng xy ra
thay méau duding tiéu hoa. Cac bidu hign xdy ra higm hon 1 ting huyét
ap, suy than cap, tc ché ho hip va hén mé. Cac phan dng kidu phén vé
dadugc théng bio vdilidu didu trj cda thude chéng vigm khong steroid
wa c6 thé xdy ra khiqualidu,

- Biéu tri: Trigu chumg va nang da, khdng co thudc gidl doc dac higu doi

vai thudc chang viém khang stereid. Trong 4 gid dau sau dung qua lidu,
lléu phap gay ndn hodc cho than hoat (60— 100g cho ngudilan, 1- 2 9/kg
cho tré em) hodc mét thudc tay thdm thau co thé o ich d6i vdi nhimg
ngudi bénh da co bidu hign bénh ly hodc d3 udng mat lugng thude qua
lan. Khdng biét celecoxib e loai duge bang tham tach mau hay khang
nhung thudc gén vao protein vdi ty 18 cao gai v st dung céc bién phap
bai nigu cuting bue, kiém hoa nude tidu, thdm tach mau hodc truyén
méau co thé khang o hiéu qua leai ba lvgng Ion celecoxib khéicathé.
DUQCLUCHOC

Celecoxib |& mot thudc chdng viem khéng steroid, Uc ché chon loc
cyclooxygenase-2 (COX-2), ¢6 cac tic dung didu tri chdng vigm, giam dau,
ha sét. Co ché tac dyng cla celecoxib la dic ché tang hgp prostaglandin,
chi yéu thong qua tac dung dc ché isoenzym cyclooxygenase-2 [COX-2),
cian dtén lam gidm sy tao thanh cac tién chit cia prostaglandin, Do khang
tic ché COX-1 nén celecoxib it ¢ nguy co gay cac tac dung phu (thi du doi
vl tiéu cdu niém mac da day), nhung ¢d thé gay cac tic dung phu dthan
tuiong tunh cac thudic ching vigm steroid khong chon loc.
DUQCBONGHOC

- Hap thu: Celecoxib hap thu nhanh qua duding tigu hoa. Udng
celecoxibvdi thie an ob nhiéu chit béo lam cham thii gian dat ndng do
dinh trong huyét tuong so vdi udng lic doi khoang 1 dén 2 glava lam
tang 10— 20 % dién tich dudi duding cang (AUC). Cé thé ding celecoxib
déng thai véi thic dn ma khong cin chi y dén thii gian cic biradn,
Néng dé dinh trong huyét tuong cla thude thubng dat & 2 gio sau khi
uong mot liéu duy nhat 200 mg luc ddi, trung binh bang 705 nanogamy/ml.
Néng db thudc & trang thai 6n dinh trong huyét tuong dat ducc trong
ving 5 ngay; khing thay o tich Iy, & nguéd cao tudi trén 65 tudl, ndng dé
dinh trong huyét tuong va AUC tang 40 va 50 % so vii nguéi tré, AUC clia
celecoxib & trang théi 6 dinh ting 40 hodc 180 % & ngudi suy gan nhe
hodc vua va gidm 40 % dngudl suy thin man tinh {t6c dé loc cu than 35 -
&0 ml/phiit) sovai ngudi binh thudng.

- Phin bé: Thé tich phéan bé & trang thai én dinh khodng 400 lit (kheang
7.14 lit/kg) nhu vay thudc phan ba nhidu vao mé. & ndng do didu trj
trang huyét tuong, 97 % celecoxib gan vdi protein huyét tuong.

-Thai trir: Théi gian ban thai trong huyét tuong cla celecoxib sau khi ugng
la 11 giciva hé 5o thanh thai trong huyét tuong khoang 500 mifphat. Thai
glan ban thai cha thude kéo dai & ngudi suy than hode suy gan, Celecoxib
dugc chuyén hoa trong gan thanh cac chat chuyén hoa khong o hoat
tinh bédiisoenzym CYP,_ 209,

Celecoxib thai trif Khodng 27 % trong nudc tiéu va 57 % trong phan,
dudi 3% ligu dugc thai tritkhong thay déi.

BAO QUAN: Noi khé, nhiet dé dudi 30°C, tranh anh sang,

HAN DUNG: 36 thang ké tif ngay san xudt.

-THUGC NAY CHI DUNG THEO BON CUA BAC ST

-POCKY HUGNG DAN S DUNG TRUGC KHIDUNG
~NEUCANTHEMTHONGTIN XIN HOI Y KIEN BAC 51
-DEXATAMTAY TREEM

NHA SAN XUAT VA PHAN PHOI:
; IV CONGTYCOPHAN XUAT NHAP KHAUY TEDOMESCO

Biachi; 66 Quacid 20, R My Phay, TP.Cao Lanh, Bdna Thap
nonviisen  Biénthoal: 0277,3851950



