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Kich thudc: Vi Alu/PVC
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] HUONG DAN SU' DUNG THUOC

1 COXILEB 400
Celecoxib
] Vién nang cimg
1- Thanh phin
M3i vién nang cimg chira:

Hoat chit; Celecoxib400 mg
Té dugce: Croscarmellose natri, lactose, povidon K30, natri lauryl sulfat, magnesi stearat.
2- M6 ta sin phim

COXILEB 400 c6 dang vién nang cimg ding dé udng chua celecoxib, mdt thuéc khang viém khéng steroid ic ché chon loc trén cyclo-oxygenase-
2 (COX-2), c6 tac dung lam giam dau va viém. V& hoa hoc, celecoxib dugc xéc dinh 14 4-[5-(4-methylphenyl)-3-(trifluoromethyl)-1H-pyrazol-1-
yl] benzenesulfonamid va 14 mét pyrazol cé chira nhém diaryl. Thudc c6 cdu triic héa hoc nhu sau:
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Céng thirc phén tir cia celecoxib 1a CisH4F3N30,S, va khdi lugng phén tir 1a 381 4.
Mdi vién nang cimg COXILEB 400 chira 400 mg celecoxib.
3- Duge lyc hoc va duge ding hoe
Durgre lyee hpe
Celecoxib 12 mgt thudc khang viém khong steroid, irc ché chon lgc trén cyclo-oxygenase-2 (COX-2), ¢ tic dung lam giam dau va viém. Thudc ic
ché sy chuyén dbi acid arachidonic thanh prostaglandin, chu yéu do tc ché COX-2, va & néng dd tri lidu trén ngudi celecoxib khéng tic ché enzym

cyclo-oxygenase-1 (COX-1). Trong cdc md hinh th nghiém géy khéi u & rudt két ddng vit, celecoxib 1am giam tl 18 xuét hién va 56 lugng cic
khéi u.

Duge ding hoc
Celecoxib dugc hip thu qua da day-ruft, pﬁng d6 dinh trong huyét tuong dat dugc sau khoang 3 gid. Khodng 97% thubc ghn két véi protein huyét
tuong. Celecoxib dugc chuyén héa chi yéu & gan bdi h¢ enzym cytocrom P450 (CYP) 2C9; 3 chit chuyén héa duge xéc dinh 14 khéng cé hoat

tinh trc ché enzym COX-1 hay COX-2. Thubc dugc thai trir cha yéu trong phin va nudc tiéu dudi dang chét chuyén héa; dudi 3% dugc tim lhé.)'
dudi dang thudc khdng bj bién ddi. Nira doi cudi cing c6 hiéu lyc 1 khodng 11 gidr.

4- Chi djnh

Didu trj tridu chimg thoai hoa khép va viém khép dang thép.

Gi&m con dau cp va dau bung kinh,

Diéu trj hd trg nhim 1am gidm tin 56 pd-lyp u tuyén két - tryc trdng & nhimg ngudi bj bénh pd-1yp u tuyén c6 tinh gia dinh.

5- Lidu ding va céch ding

Viém xwong khép: Ngudi 16n: 200 mg, ngdy mét ldn. C6 thé udng lidu 200 mg, ngay 2 }n néu cén thiét.

Vigm khép dang thdp: Ngudi 16n: 200 mg, ngay 2 I4n.

Con dau ciip va dau bung kinh: Ngubi 1én: 400 mg, ubng mét 1dn. Néu cin tiép tuc gidm dau, ubng 200 mg, ngay 2 lin,

P8-I§p u tuyén két - trwe trang: Ngubi lén: 400 mg/ldn, ngdy 2 Idn va ubng cing voi bira an,

Nén gidm liéu mdt nira & nhimg bénh nhin suy gan mirc dd trung binh.

Tré em: theo huéng din cila bac si.

C6 thé udng thubc lac doi hoic no.

6- Chéng chi djnh

Bénh nhan qua min véi celecoxib hay bt ky thanh phin cua thudc,

Bénh nhén d2 c6 phan img dj tmg nhu phi mach, viém mii va may day do aspirin, c4c thubc khang viém khéng steroid hay c4c sulfonamid.
Bénh nhén suy tim vira dén ning, bénh nhén suy thén vai dd thanh thi creatinin dudi 30 ml/phat, bénh nhén suy gan ning, va bénh viém ruft.
Trong 3 thing cudi thai ky.

7- Luu ¥ va thiin trong

Khéng nén dung chung vdi bit ki thubc khic c6 chira celecoxib.

Celecoxib nén dugc ding thin trong ¢ bénh nhan c6 tién sir bénh tim thiéu mu cyc by hay bénh vé mach méu ndo. Thudc cling nén dugc ding
thén trong & bénh nhdn c6 yéu td nguy co vé bénh tim mach hay bénh vé dong mach ngoai bién, tién sir xuit huyét da day - rudt, suy yéu chirc oa
niéing gan hay thén, hen hofc cic bénh dj img.

Thén trong khi dung thudc & bénh nhan bj mAt nuéc; nén b nuéc truée khi dung celecoxib.

Sir dyng trén phy ntr c6 thai: Khong c6 cic nghién ciru c6 kiém sodt trén phy nir cé thai, Chi nén sir dung thubc ndy khi lgi ich mang lai cao hon
:iuy co c6 thé xay ra cho thai nhi. Khdng diing celecoxib & ba thang cudi thai ky, v céc chit e ché tdng hop prostaglandin c6 thé cé thc dung
u trén hé tim mach cua thai nhi.

Sg' dyng trén phu nir cho con bi: Khng c6 théng tin v& bai tiét celecoxib trong sita me. Tuy nhién, nén ngimg cho con bl néu vidc didu trj 1
cén thiét.

Sir dung trén tré em; theo hudng din cia bic si.

Anh hudmg Ién kha niing I4i xe va vin hinh méy méc; Chua cé nghién ciru chimg minh tac ddng cia celecoxib lén kha néng lai xe hofc vin
hanh méy méc.

8- Twomg téc cia thubc véi céc thube khic va cic dang twong tic khic
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Dung chung véi fluconazol lam ting néng dd celecoxib trong huyét tuong.

Ding celecoxib ciing véi céc thudc khac irc ché hodic cam img céc enzym CYP2C9 hoic céc thude bj chuyén héa béi cic enzym nay c6 thé 1am
thay ddi ndng d6 celecoxib trong huyét tuong,

Celecoxib co thé 1am ting ndng d9 trong huyét tuong ciia lithi, methotrexat, va céc glycosid tim.

Celecoxib c6 thé lam giam tic dung chéng tang huyét 4p ciia mt sé thubc didu trj ting huyét ép bao gﬁm thudc (rc ché men chuyén angiotensin,
thudc chen béta, va thudc loi tiéu.

Nguy co xut huyét da day-rudt ting khi dung chung celecoxib véi corticosteroid hay céc thudc uéng chéng dong, didu trj 13u dai véi thubc khang
viém khéng steroid, hay rugu.

9- Tic dung khéng mong mudn

Téc dyng ngoai y do thude khang viém khong steroid hay gap nhdt I réi loan da day-rudt, nhu khé chiu da day-rudt, budn ndn, va tiéu chay. Tuy
nhién, c4c thudc khang viém khdng steroid chon loc trén COX-2 nhu celecoxib c6 th it déc tinh trén da diy hon so véi cic thubc khang viem
khéng steroid tc ché khang chon loc.

Céc phan img trén da nghiém trong do celecoxib da dugc bio céo nhu viém da tréc vdy, va hdi chimg Stevens-Johnson. Céc phan img qué min
khéc ciing d3 xay ra gdm phan vé va phi mach. Mt vai phan {mg ndy di dugc théy & nhimg ngudi 6 tién sir dj img véi sulfonamid va chéng chi
dinh sir dung celecoxib & nhimg bénh nhén nay.

Cc tac dung ngoai y lién quan dén h¢ thin kinh trung uong hiém khi xy ra bao gdm nhirc déu, hoa mét, chéng mit, hi hop, U tai, suy nhugc,
budn ngi, va mét ngd. C6 mot vai bao cdo vé nhdi mau co tim hay thiéu mau cuc by do céic thude irc ché chon loc trén COX-2.

Negumg st dung va hoi kién bdc sTnéu: xufit hign cac diu higu cta tridu chimg ngd ddc gan hay nhimg déu hiéu qué méin diu tign xuét hien.
Thong béio cho bidc sT nhimg tdc dung khing mong mudn giip phai khi st dyng thudc.
10- Qué lidu va xir tri

Triéu chimg: Khdng c6 bdo cdo vé qua lidu celecoxib trong céc thir nghi¢m 14m sing. Véi liéu 2400 mg/ngly trong 10 ngay & 12 bénh nhén,
khong co doc tinh nghiém trong nao xay ra. Tri¢u chimg qu4 liéu cép do thudc khang viém khong steroid n6i chung thutmg rit hiém din 1¢i ngu
lim, budn ngd, budn nén, ndn, va dau viing thugng vi. Xult huyét da day-rudt co thé xy ra. Cao huyét 4p, suy than cip, suy hd hip va hén mé co
thé xay ra, nhung hiém gép. Phin img phan v& ciing d2 dugc bio cdo.

Xie trl; Trong trutmg hop qud liu thubc khang viém khong steroid, chil yéu diéu trj tri¢u chimg va hd trg. Khong c6 thudc gidi doc dic higu.
Khong c6 thong tin lién quan dén viéc loai b celecoxib bing thim phan méu, nhung dya vao murc 43 lién két cao v6i protein huyét tuong, thim
phan hau nhu khong cb tic dung trong trudmg hop qué liu.

11- Dang bao ché va déng gbi:

Hép 3 vi x 10 vién nang cimg.
12- Bao quén: /
Béo quan noi khd rdo, trdnh 4nh sang, nhi¢t d§ khong qua 30°C
13- Tiéu chuéin chit lvgng: TCCS.
14- Han diing: 36 thang k& tir ngay san xudt.
THUOC BAN THEO BON
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST
San xult bdi: CONG TY CO PHAN DUQC PHAM GLOMED
Dija chi: S8 35 Pai Ly Ty Do, KCN Viét Nam — Singapore, thj x2 Thufn An, tinh Binh Duong,
DT: 0650.3768823 Fax: 0650.3769095
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