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HOP'3 Vi X 10 VIEN NANG CUNG BOX OF 3 BLISTERS OF 10 HARD CAPSULES

UAN NOIKHS, KHONG QUA 30°C, TRANH ANH SANG
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CONG THUC:

-Celecoxib...... T ¥k
-Ta dugc (PVP, Natricarbonat, 0SS, Magnesistearat, Aerosil). ..
TRINHBAY:

-Vil0vign nang cdng -Hop 3w,

DUJCLYCHOC:

- Celecaxib I mét thudic chéing viém khéng sterald, Uc ché chon loc cyclooxygenase-2,
€06 cdc 1dc dung didu 1rj chéing vigm, gidim dau, ha s6t. Co ché 1éc dong cla Celecoxib
dugc coi i Uc ché su 18ng hop prostoglondin, chd yéu do Uc ché lsoenzym
cyclooxygenase-2 (COX-2). dén dén ldm gidm sy tao thanh cdc tién chdt cla
prostaglandin. & néng dd frf iéu kén ngudi, Celecoxib khong Uc ché isoenzym
cyclooxygenase-1 (COX-1). COX-1 1d mét enzym cé cdu tric & hdu hét cac mo, boch
cdu don nhén to va fidu cdu. COX-1 tham gia véio tao huyst khdi (nhu thic ody tidu cdu
ngung 1) duy i hang rdo niém mac bdo vé cda da day vé chie nang than (nhu duy ti
Sl méu thgn). Do khéing Jc ché COX-1 nén celecoxibil €6 nguy cd gdy cdc tde dung
phu (thi dy nhu a8l vai U cdu niém moc da day), nhung c6 thé gay cdc téc dung phu
& Ihén tuong ty nhu cde thudic chdng viem khong sterold khong chon Ioc.
DUJC PONG HQC:

Hép thu: Celecoxit duge hép thu nhanh gua dudng Hiéu hda. Usng celecoxib véi thie
ancd nhiéu chdt béo lamchgm théi glan dgt ndng 99 dinh trong huy &t ugng so wai uing
lic déi khodng 1 aéin 2 gits va 1dm tang 10-20% dién tich dudl duging cong (AUC). C6 the
dung dbng thai celecoxit abng 1hdi val thiic an mé khéing cdn chu v a8n thei gion cac
bdadn,

- Nbng 49 dinh trong huy &t tuong cda thudic thuding aqt & 3 gid sau khi udng mét iidu duy

cnnn 200 NG

mifphan) so véingudi tinh thudng

- Pnéin b&: Thé tich ph@n bd & trang thdi 8n dinh khodng 400 it (khoding 7.1
thudc phén bé nhidu vao me. & ndng ad didu I frong huy 1 ludng, 97% ¢
protein nuy &1 tuong.

- Chuyé€n héa: Celecorib dudc chuyén trong gon thanh céc endit chuyd
hogt tinh bdiisoenzym CYP,2C9.

than hoge suy gan. Celecoxib thdl trd khodng 27% trong nudc 1iéu vé 57% trong phan,
dudl 3% lIéu auge thdi i khdng thay adi.

CHI BINH:

- Bidutr rigu chiing thodi héa khép, viem khdp dang thiip & nguaildn

- Bidutr b8 trg a8 lam gldm s6 Iugng Polyp dang luy én dal-inic Irding cé tinh gia dfinh.

- Didutrdau cdp, ké cé dausau phdu thudt, nhé rang.

- Biéutiithdng kinh nguyén phdr,

CHONG CHI BINH:

-Mdin cdm vdi celacoxib, sulfonamid.

-Suy timndng.

-Suy gan ndng. suy than ndng (hé & thanh thdl creatinin dudi 30 mifphat),

- Banh viém rudt (bénh Crohin, viém loét dai Irang).

- Tidn 57 b| hen, mary day, hotc cdc phdn Ung kidu dj Ung khac saukhl ding Asplrin, hodc
thuéic chdng vidmkhéngsteroid khéc.

TAC DYNG KHONG MONG MUGN (ADR):

-Tac dung khang meng mudn cha Celecoxib & liéu thudng diung néi chung nhe va cé llan
Guan chd y&udén audng liéuhéa. Nhing 1ac dung khdng mong muén khidn phdi ngung
dung thudc nhiéunhdt gbm: khé tiéu, daubung.

* Thudng gdp, ADR>1/100

-Tiduhda: Baubung, lachdy, khé tiéu, ddy hai, bubnnon.

-Ha hdp: Vidmhong, viém mui, viém xoang, nhidm khudin duéng hé hép trén.

-He thdnkinh trung Uang: M&1 ngu, chdng mat. nhic adu,

-Da: Ban,

-Chung: Bou lung. phl ngoqi blén,

* Hiém g¢p, ADR<1/1000

- Tim mach: Ngdt. suy tim sung huyét. rung thél, nghén mach phél, 1ai bifn mach mdu
ndo,viédm finh mgach huy&t khéi, vidmmach.

- Tiéu hdo: Tée g, thidng rudt, chdy mdu duing tiéu hda, viém dai tréing chdy mdau,
thding fhue quén, vigm tuy, tdc rudt.

-Ganmdt: Bénhsdi mét, viém gan, vang do, suy gan.

- Huy &t hoc: Gldm Iugng tidu céu. mét bach céu hat, thi§u maukhong tdilao, gidmtodn
thé huyét cdu, gldmbochcdu.

-Chuyén héa: Gidm glucase huy&t.

- H#& théin kinh trung Wang: M&! diéu hda, hoang tudng, iy sat.

= LBy HiGn cdp, viem thdn ke,

-Chung: Mhidm khudn, chét ot ngdt, phdin Ung kidu phdn vé, phd mach.

Théng bdo cho Bac sTnhiing tac dyng khéng mong mudn gdip phdl khi s dung thudc.
TUONG TACTHUGC:

- Chuyén héa cia celecoxib quatrung gian Cytochrom P,2C9 trong gon, S dung déng
1héii Celecoxib véil cac thudic cé tac dung Uc ché enzym ndy cd thé dnh hudng dén
dugc adng hoc clacelacoxib, nén phdl 1han trong khi diing dbng thai vai thusc nay

- Celecoxib cing Uc ch& cytochrom P,,206. Do dd cé khd nang tuong téc gida
celecoxibva cae thudc duge chuy&n héa bdi cytochrom Pyg,2D6.

- Celecoxib c6 thé 1am gldm tdc dyng ching 1ang huy&t &p ciia cde thusc dc ché
enzym chuyén anglotersin,

- Celecoxib c6 thé 1dm gidm 1ac dung tang bai 116t natr nidu clia furosemid vé fhiazid &
mét sd bénhnhén. :

- Celecoxib 6 thé lam tang 1y 18 loét duding 16U héa hodic cac bién ching khéc néu
dung adng théri vdi aspirin,

- Dung adng thdl celecoxib vé fluconazol ¢é thé ddin d&n 1ang dang k& néng Ao huyst
uang cda celecoxib,

- Celecoxib cé 1h& idm gidm si thanh Ihdi than ca Lithi, diéu ndy dén dén tang ndng Ao
lithi trong huyét tugng. cén didu chinh lidu cho phd hgp khi bdt ddu véa ngling ding
celecoxib,

- Celacoxib co 1hé [am gia tang tée dung khdng déng cuawarfarin,

THAN TRQNG KHI DUNG:

- C4n than frong dang Celecoxib cho ngudl €6 tidn st chdy méu dudng tidu hda (chdy
mal da day). loét dg ddy. Néu cé Idéu chdng frén phdl ddng dung thudc ngay.

- Cdn thgn trong dung Celecoxib cho ngudi ¢é 1én s hen, df Ung khi dong Asplrin hodc
mt thudc chding vidm khang steroid vicd thé xay rasdc phdn ve

- Cén thgin trong diing Celecoxio cho ngudi cao tudi, suy nhude: ngudi suy tim, suy thdn
hogc suy gan: ngudi bj phu, gid nude: ngudl bj mdt nudc ngodi t& béo (do ding thudic igl
tiéumanh). Cén phdi didu tijtinh frang mdét nudc trudc khi ding Celecoxib.

* st dyng cho phy ni7 ¢6 thal va cho con bu:

- Chua ¢6 cdc nghién cdu aby au vé sU dyng celecoxib & phu ni mang thal. Chi nén

.dung Celecoxib cho phu nd mang thal khi Igi ich cao han nguy cd ¢6 thé xdy ra asl val

a thude khi Ig] tdu xe va vin hdnh may méc:

i s dung thusic cho ngudi 161 xe vé vain hanh may moe do thusc cé the
1,

CACHDUNG:

&ng.

héng cén chi y aén bda &n ddi vdi idu 200 mg/idn, ngdy udng 218n.

10 an 961 vdi ligu 400 mg/ldn, ngdy udng 214n.

chidén cldothédy thubc hodc theo lidu sau:

+Viemkhdp dang thdp & ngudi in: 100-200 mg/1én, ngdy udng 214n,

+ Polypdal- tuc tréng: #éu 400 mg/lén. ngdy udng 214n. a8 an lodn va higu gud cla
ligu phdp Irén 6 thdng chuo dugc nghlén cuu,

+ Baundichung va théng kinh: liéu théng thudng & ngudi idn: 400 mg/ién, ti&p theo 200
mg néu cdn, lrong ngdy dbu. B 1iép tyc gidm dau, cé thd cho léu 200 ma/idn ngdy
uding 21én, nducén,

+Ngudi cao 1udi trén 65 tudi khong cdn didu chinh liu, Nhung dai vdi nguei cao tudl
¢6 trong lugng cd thé nhd han 50 kg. phdl dung li&u khuyén cdo thép nhét khi bdt adu
didut.

QUA LIEU VA XU TRI:
Bidu hign qud lidu:
Qud libu cée thubc chdng viém khong sterold cé thé géy ngul ljm, ngl Id md, budin n
ndn, va dau ving thugng vi: cée bidu hign ndy thudng phuc hdivdi vidc didu triné
Cing xdy ra chdy mau duding liéu héa. Cac bidu hign x&y ra hiém han & tang huy &t &
suy Thancdp, Uc ché hé hdip ve hén mé. Cdc phdn ungkidu phdnve dd duge thang bd
vilidu didutr cdathudic chéng viemkhangsteroid vé e thd xdy rakhiqualidu, -
Biéu I Lo
Bidu tr] qud iéu bao gdm dibu trj Iiéu ching vé nding dd: khang cé thusc gidi dgé
higu g6l vdi thusc ching viém khong sterold. Trong 4 gits ddusau dung qud iéu, fi p
gay nén va/hoge cho than hoat (60-100 g cho ngudildn, hade 1-2 gfkg the 1 chotré
em). va/hodc mot thusc 18y thém théiu cé 1hé c6 ich a8l véi nhung ngudi banh da cé
biéuhién bénhly hogic dd usng mét iugng thudic qué 16n.

HANDUNG: 36 théing k& i ngdy sdn xudt.

BOC KY HUING DAN SUDUNG TRUGC KHI DUNG.NEU CAN THEM THONG TIN XIN HOI ¥ XIEN BAC 51
BAO QUAN NOI KHO, KHONG QUA 30°C, TRANH ANH SANG.

THUGC NAY CHi DUNG THEO DON CUA THAY THUGC,

DE XA TAMTAY CUA TRE EM.

TIEU CHUAN AP DYNG: TCCS.
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