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Nhan trung gian.
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THANH PHAN :
Calacoxib.. pETRT—. 1 1| | ]
T4 duge vira ab . .1 vién

chl BINH, cHONG cHI DINH, CACH
DUNG & LIEU DUNG, THAN TRONG LiC
DUNG, TAC DYKG KHONG MONG MUdn:
Xin xem td hedng din s dyng thafe.

BAO QUAN: Nai khd mdt, trinh 4nh sing.
nhigt 43 dudi 30°C.
O xa t4m lay Iré em

Dyc ki huting ddn sit dyng brude khi ddng.

SBK:
TIEU CHUAN AP DUNG: TCCS

cONG TY ©f PHAN DUGC PHAM CUU LONG
130 ey 14/ - Phadng 3 - TPVL, Tinh ¥k Loag

COMPOSITION :
Calacoxib............c..c..cov..n..,.200mMg —
Excipiants q.5.1............1 capsula

INDICATION, CONTRA - INDICATION,
DOSAGE & ADMINISTRATION,
PRECAUTIONS, ADVERSE EFFECTS :
See the package Insert.
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COXWIN200

Vién nang cing

THANH PHAN: M3i vién nang chifa:
Celecoxib oo 200 mg
Tadwcviradl oo 1 vién
(T4 dugc gém: Cellulose vi tinh thé, tinh bt m), magnesi stearat, povidon, sodium starch glycolate).
DANG BAO CHE: Vién nang cimg.
QuY CACH DONG GOI: Chai 100 vi&n. Hop 3 vi, 10 vI x 10 vién.

CHIBINH

- Diéutrj triéu chimg thoai hda khdp & ngudi Ién.

- Diéu trj triu chimg viém khp dang th&p & ngudi ln.

- Difu trj dau c4p, k& ca dau sau ph3uthudt, nha rang.

- Diéutri thGng kinh nguyén phét.

CACH DUNG VA LIEU DUNG

Cach dong:

Thubic ubng ngay 1 14n hoZc chia 1am 2 14n bing nhau, déu c6 t4c dung nhu nhau trong difu trj thodi hda xuang- khdp. DA vdi vidm khap
dang thdp, nén diing liéu chia déu thinh 2 I4n, Liéu toi 200mg/1dn, ngay uling 2 |4n, cé thé ving khdng c&n ch( y d&n biza 2n; lidu cao
hon (nghia 12 400 mg/4dn, ngdy ubng 2 14n) phi uding vdo bira &n (cling vdi thic &n) dé cithién hdp thu.

Liéu ding:

De'diﬁutrgilhuéi hod xuong- khap, liéu phai diéu chinh theo nhu cdu va dap g cla timg ngudi bénh, tim lifu thip nhat ma cd hiéu qud.

- Thoai héa xudng- khdp & ngudi Ion: USng 200 mg/1dn, ngay uing 1 1dn.

- Viém khéip dang thdp & ngudi I6n: UGng 200 mg/14n, ngay 2 I4n, li8u cao hon (uing 400 mg x 2 I4n/ngay) khbng c6 téc dyng t6t hon
li8u200 mg x 2 [4n/ngay.

- Dau n6i chung va theng kinh: Ngudi dn: Ung 400 mg uSng 1 I4n, tifp theo udng 200 mg néu cén, trong ngay d4u. D tigp tuc gidm
dau, co thé uGng 200 mg ngay vdng 2 I4n, néucén.

- Ngudi cao tudi: Trén 65 tudi: Knéng c4n diéu chinh liéu, m3c di nfng do thuc tang trong huyét tuong. Tuy nhign, déi v4i ngubi cao tudi
¢d trong lugng cathé dudi 50 kg, phai dung liéu khuy€n cdo th&p nhat khi b4t du didu trj.

- B&nh nhdn suy gan trung binh: nha sdn xudt khuy&n co gidm liéu khodng 50%. )
HoZc theo sy hudng din cia thdy thudc.

CHONG CHI BINH

- Mn cim vdi celecoxib hodic bat ky thanh phdn nio cia thufc.

- MAn cdm vai sulfonamid.

- Suy tim vira dén ngng (NYHA Il d&n V)

- Bénh nhan sau phdu thujt bdc c4u ddng mach vanh vi c6 th c6 tang nguy ca téc dung phy
nhu nhdi mau cotim va dot quy.

- Suy thdn ndng (hé 8 thanh thai creatinin dudi 30 mU/ph(t).

- Suy gan ndng.

- B&nh viém rujt (b&nh Crohn, viém loét dai trang).

- Tién sif bj hen, may day, hodc cic phin ing ki@?.r dj img khéc sau khi diing aspirin ho3c c4c thudc chdng viém khéng steroid khdc. D3
c6 béo c4a vé cac phan iing kidu phan vé ndng, d6i khi gdy chét, véi cac thudc chéing viém khong steroid & nhiing ngudi bénh ndy.
THAN TRONG KHI DUNG THUdC

- C4n thdn trong diing celecoxib cho ngudi cd tién sir loét da day t4 tring, hoic chdy mau duding tiéu héa, m3c di thudc dwc col 12
khdng gdy tai bi€n duding tiéu hoa do tc ché chon lgc COX-2,

- Thgn quéng diing celecoxib cho ngudi cd tién sit hen, dj img khi diing aspirin hojc mgt thudc chéng viém khdng steraid vi c6 thé xdy
ra sfc phan vé.

;ughantronu diing celecoxib cho ngudi cao tudi, suy nhuge vi d& g4y chdy méu dubing tiéu héa va thuiing chic ning than bj suy gidm do

L
- Celecoxib c6 thé gy d6c cho thin, nhdt 12 khi duy trl lvu g méu qua than phdi c4n d&n prostaglandin thin h3 trg. Ngudi c6 nguy
cd cao gdm cd ngudi suy tim, suy thin hodc suy gan. C4n ratthdn trong diing celecaxib cho nhing ngudi bénh nay.
- Thén trgng ding celecoxib cho ngudi bj ph, gilt nubc (nhu suy tim, thdn) vl thudc gdy & dich, 1Am bénh ndng 1én.
- Than trong diing celecaxib cho nguti bj m4t nudc ngoai t& bao (do diing thudt Igi ti€u manh). C4n phai diéu trj tinh trang m4t nuic
trutic khi diing celecoxib.
- Th4n trong diing celecoxib cho nhiing b&nh nhan c6 tién s bénh thi€u mau cyc b tim, bénh ddng mach ngoai vi hodc bénh mach
méu nao. Than trong & nhilng bénh nhdn c6 y&u t& nguy co I6n déi véi b&nh tim mach nhy cao huy&t 4p, tang lipid méu va bénh dai
théo duing. Celecoxib khdng cé hoat 1inh ndi tai khdng tifu c4u va nhu vy khong bio vé dugc céc tal bién do thifu mau co tim, nhat la
néuding liéu cao kéo dai (400 - 800 mg/ngay).
Ngudi mang thal: Cho tdi nay, chua c6 céc nghién ciu ddy di vé celecoxib & phy nit mang thai. Chl nén ding celecoxib cho phy nit
mang thai khi Igi ich cao han nguy ca c6 thé x3y ra d6i véi thai. Khong diing celecoxib @ 3 thang cudi clia thai ky, vi c4c cht tic ché ting
hgp prostaglandin c6 thé 6 tac dyng x4u trén ha tim mach ciia thai.
Nguo! nudi con ba; Chua biét celecoxib c6 dugc phdn b vio sTa me hay khdng. Vi celecoxib cd thé cd nhiing tac dung khdng mong
mudn nghiém trong & tré nhd ba sia me, c4n cdn nhic Igi/hai holic ngimg cho b, hodc ngimg diing celecoxib.
T4c dfng cda thud khi 141 xe va v§n hanh mdy mdc: Thn trong khi sir dyng thudc cho ngubi 141 xe va v4n hanh méy méc do thudc
c6 thé gay chong mit. &
TUONG TAG THUGC
- Chuyén hoa clia celecoxib qua trung gian cytochrom P, 2C9 trong gan, Sif dyng déing thdi celecoxib véi cc thudc cd tac dyng dc ché
enzym ndy c6 thé dnh hudng d€n duge dng hqc cila celecoxib, nén phdi thin trong khi diing ddng thai cAc thubc ndy. Ngodi ra,
celecoxib ciing (fc ché cytochrom P,., 2D6. Do d6 cd kha ning twang tc gida celecoxib va cc thudc duge chuyén hda bai P, 206.
- Thulc éc ché enzym chuydn ha angiotensin: Cac thusc chdng viém khang steraid cd thé 1m gidm tac dyng chéng tang huyét 4p
cgm‘ac thutli:l&c ché enzym chuy€n angiotensin. C4n cha y dén tvong t4c niy khi diing celecoxib déng thai véi cic thuogc Uc ch& enzym
chuy€n anpiotensin,
- Thudc lgi ti€u: G4c thulic chbing viém khong steraid cé thé 1am gidm tac dyng t2ng bai tiél natri nigu ciia furosemid va thiazid & mot s§
bénh nhan, c6 thé do irc ché téng hgp prostaglandin va nguy ¢a suy than cd the gia tang.
- Aspirin; Méc du c6 thé dung celecoxib ciing vdi liu thdp aspirin, vigc sir dung ddng thai hal thusc chéing viem khang steroid ndy c6
thé dn dén tang ty 16 loét duing tiéu héa hojc c4c bién ching khac, so véi viec diing celecoxib rigng I&. \1 khéng cd téc dung khang
tiéu c4u, celecoxib khang phai 1 chat thay the aspirin d6i véi viéc dy phang bénh tim mach.
- Fluconazol: Diing d6ng thoi celecoxib vdi fluconazol ¢6 thé d&n dén tang d4ng k& ndng dd huyét tuong clia celecoxib. Tuong tAc duge
ddng hoc ndy c6 vé do fluconazol Gc ché isoenzym P.,, 2C9 c6 li6n quan voi sy chuyén héa celecoxib, N&n bt d4u diéu tr celecoxib vai
1iéu khuy&n diing thdp nh&t & ngubi bénh ding fluconazol ddng thai.




