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NHAN Vi COXILEB 200

Kich thuéc: Vi Alu/PVC
Dai : 94mm
Cao : 58 mm
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NHAN HOP COXILEB 200

Kich thuéc: Hép 3 vix 10 vién
Dai : 96mm
Réng : 30mm

Cao : 61 mm
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HUGNG DAN SU DUNG THUOC
| ) COXILEB 200 ' |
Celecoxib

| Vién nang cimg
I 1= Thinh phin

M vign nang cimg chim
| Hogt chit: Celecoxib200 mg
‘ Ti duge: Croscarmellose natri, Isctose, povidon K30, natri laury sulfas, magnesi stearat

2. Mo td sdn phim

COXILEB 200 ob dang vitn nang cimg ding & ulng chin celocaxib, mdt thubc khing vitm khng steroid trc ché chon loe trén cyclo-oxygenase-
2{COX-2). cb the dung lim gidm dau vh vidm. Vi héa hoc, celeconib duge xdc dinh 14 4-{5-(4-methylphenyl)-3-{trifluccomethyl)-1 Hpyrazols -
1] benzenesulfonamid vi 14 m pyrazol o6 chim shbm diary!. Thishe o6 clu trie boa hoe nhu sau:

Cdng thite phin i cia celoconib 14 CyrHyFiNy0:S, vh khdi hepng phin 1 14 381 4.

MBI vidn nang cimg COXILEB 200 chim 200 mg celecoxib.

3 Duye lye hge vil duge djog bye

e fiee hpe

Celecaib 14 mit thube khdng vidm khdng steroid, e ché chon loc trén eyclo-oxygenase-2 {COX-2), cb the dung [m gidm dau vi vidm Thub tc
chi g1 chuydn abi acid erachidonic thinh prostaglandin, chit ydu do te ché COX.2, vi & ndag df tri lidu trén ngubi celecoxib khing Gc ché enzym

cyclo-oxygenase-1 (OOX-1). Trong che md hinh thir nghifm gy khii u & naft kit ding viit, eclecoxib lim gidm t 18 xudt hidn vi 38 hugng céc
khbi u

Durgre dijing hpe
Celecaxib dupe hip this qua da diy-rudt, ndag d dinh trong huydt twong dat dugs sau khodng 3 gid. Khodng 97% thube gln két v peotein huybt
twomg. Celecontb dupe chuybn b chi véu & gan b hé enrym P430 (CYP) 2C9; 3 chdt chuydn hda dipe xic dinh 14 khdng o hoat

tinh e ché eneym COX-1 hay COX-2. Thube duoe thii trir chi ydu trong phin v nude iy duii dang chit chuydn boa; diedt 3% dupe tim thiy
duiri dgng thube khdag b bidn i, Nim dii cubi cing o6 hidw Tye 14 khokng 11 gidr.

£ Chi djah

Bidy tri tridu chimg thodi héa khop v vidm khop dang thdp.

Gikm con dau b v4 dau bung kink. &~

Didu trf b try nhim lim gidm tdn sb pd-lyp u tuydn két - tryc tring & nhing nguin bi binh pi-Iyp u tuyén gia dinh

5. Litu ding vi céch ding

Viém wromg khérp: Ngutri Iém: | vign/tn/ngay. C& thé ubng liku 1| vidniln, nghy 2 in nku cln thidt

| Widm khép dgng thlp: N lom: 1 vidntdn, ngay 2 n.

Con daw elp vi dau byag kab: Nguii bm: lidu kbéi ddu 2 vidn, sau 86 1 vidn khi cdn cho ngay diu tidn. Libu duy wri: 1 vidn/idn, ngay 2 lin

PU-1fp u tuyba k- trye tring: Ngwoi km: 2 vidntn, ngiy 2 1n v wbag cing véi bia an

Nén gidm 1y mit nia & nhimg binh nhdn suy gan mie 83 trung binh.

Tré em: theo hutmg dln cda béc 5T

Cé thé udng thube e 841 hode mo.

6 Chlng chi djoh

Bénh nhia qud min v celecoxib hay bt ki thish phin cda thobe

Bénh nhin 41 cb phin (mg di tmg nhu phi mach, vidm mii vi miy day do aspirin, cbe thube khing vidm khding steroid hay che sulfonamid, Ty
Bénh nhin suy tim vira dén ndng. bénh nhiln suy thin vii ¢ thank thii creatinin dudi 30 mUphit, bénh nhin suy gan ning. vi binh vidm nut f
Teong 3 thng cubi thai k¥,

- Laru § vi thin trgng

Khdng nén ding chung viri bdt ki thube khde cé chim celecoxib,

Celecaxib nén dupe ding thin trong & bénh dida o6 tidn s binh tim thitu miu cye b hay binh vé mach mau ato, Thube clng nén dugs ding

thdn trong & binh nhin eb ybu tb nguy co vé bénh tim mach hay bénk vé dng mach ngoai bién, tibn 54 xut huydt da diy - nade, suy yu chie =
niing gan hay thin, hen hodle cc bénh dj (mg. ¥

Thdn troag khi ding thube & bénh nhin bi mdi nwée; nin bl nude tnabe khi ding celecoxib, o
Sir dyng trin phy ol cé thal: Khng cb cic nghién cin o6 kidm 5048 trén phu ni b thai. Chi néa sit dung thude nky khi lgi ich mang kai cao hon -

6 thé xdy £ cho thai nhi. Khong ding celecaxib & b thing sudi that k¥, ¥1 cac chilt irc ché thag hap prostaglandin <o thé ¢ the dung

trén hié tim mach cda thai nhi -
sm: irén phy i cho con bi: Khiing ob thing tin v bai tilt celecoxib trong s me. Tuy nhién, nén ngimg, cho con bl nbu vide didutri 1o
chn thi

$ir dyng trén tré cm: thee hutng din cla bée 5T

Anh bidng n kbd ndng 161 se vh vin bink miy mée: Chua cb nghidn cina chimg minh the ding ¢l celecoxib Ién khi ning 14l xe hodie vin
Thdnsh miy méc

8- Tuong the cda thube véi chc thube khie vh cic dgng tuong the khic e PU—
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Diing chung v&i fluconazol lm ting ndng 88 celecoxib trong huydt wwong.

Ding celecaxib cing vii che thude khe e chd hode cdm (ng che enzym CYP2C9 hofic che thude bi chuyén hoa b cdc enzym ndy cb thi 1m
thay dbi nbng di celecoxib trong huydt twong

Celecoxib cb th 1im ting nbng 4 trong huyét twong eia lithi, methotrexat, v cde glycosid tim.

Celecoxib o thé 1im gidm the ting b ol mit sé thude didu tr ting h bao gdm thubkc tc ché jotensi
mmcmmuu&:mﬁﬂmm Bkt ip eyt b ot T i g s

Nguy co xult huydt dp ddy-rudt ting khi ding chung celecoxib vifi conticasteroid hay cic thulc ulng chBng dong, dibu tri 1y dhi vii thude khing
vidm khdng steroed, hay negu

9. Tdc dyng khdng mong mubn

T dung ngoai ¥ do thude khang vitm khing steroid hay gap nhdt 14 rbi loan da day-rudt, nhus kho chiu da day-rudt, bubn nbn, vi tiku chiy, Tuy
nhién, cic thubc khing viém khdng steroid chon lgc trin COX-2 nhu celecoxib co thé it ddc tinh trén da day hom so voi cie thule khing vitm
khong steroid (e chd khdng chon loc,

Cac phin img trén da nghitm trong do celecoxib 48 duoc bdo co nhir viem da trd¢ vy, va hdi chimg Stevens-Johnison. Céc phin img qua mia
khc cling 4 xiy ra gbm phan v& vA phi mach. Mt vii phin tmg ndy d2 duoc thdy & nhimg ngubi 6 tién sir di img v&i sulfonamid va chéng chl
dinh si dung celecoxib & nhing bénh nhin ndy.

Cac the dung ngogi ¥ lidn quan dén hi thin kinh trung vomg hifm khi xiy ra bao ghm nhire ddu, hoa may, ehong mat, hbi bdp, b i, suy nhuge,
bubn ngl, va mit ngi € mot vai bio cho vé& nhdi miu co tim hay thitu miu cuc bl do cde thude te ché chon loc trén COX-2.

Neumg it dyung va hoi kidn boe sTndw: xubt hidn cae ddu hidu cla i chimg ngd ddc gan hay nhimg ddu higu qua min ddu tén xudt hitn.
Thing béo cho bic s nhimg tic dyng khing mong mubn ghp phii khi sir dyng thube.

10- Quid lida vib xir tri

Trigw chimg: Khdng ob bdo cho vé qud lidu celecoxib trong céc thir nghiém m sing. Vi 1iéu 2400 mg/ngly trong 10 ngiy & 12 bénh nhin,
khbng eb dle tinh nghitm wong ndo xdy ra. Tridy chimg qud liby cdp do thube khing vidm khbng steroid noi chung thubng rit hidm din wi ngd
lien, bubn ngd, bubn ndn, nda, vi dau ving thong vi, Xudt huydt da ddy-rede od thé xiy ra. Cao huydt &p, suy thin elp, suy ha hip vi hén mé cb
thé x4y ra, nhimg hidm gdp. Phin img phin vé cing d3 duge bio clo.

At tri: Trong trutmg hop qua libu thude khing viem khong steroid, cha yéu didu trj triéu chimg v hd trg. Khong co thude giti dde dac hitu.
Khang cb thdng tin lién quan dén vidc ogi bd celecoxib bing thim phin mau, nhung dya vao mie 40 lidn két cao vin protein huyét twong, thim
phin hdu nhi khdng cé the dung trong trutmpg higp qud lid,

11- Dyng bio ché vi Gong goi:

Hop 3 vi x 10 vién nang climg.

12- Bdo quin: e

Bo quan neri khd rde, trinh fnh sing, nhift 3 khng qud 30°C.

13- Tidu chudn chit legmg: TCCS.

14- Hgn ding: 36 thing ki tis nghy sin xuby
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THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
DOC KT HUGNG DAN ST DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SI
Sin xudt boi: CONG TY CO PHAN DUGC PHAM GLOMED
Dia chi: S35 Dai L Tu Do, KCN Vigt Nam - Singapore, thi x3 Thudn An, tinh Binh Duong.
DT: 0650.3768823  Fax: 06503769095
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