NHAN Vi COXILEB 100

Kich thudc: Vi Alu/PVC
Dai : 94mm
Cao : 58 mm
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- NHAN HOP COXILEB 100

Kich thuac: Hop 3 vix 10 vién
Dai : 96 mm
Réng : 30mm
Cao : 61 mm
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CELECOXIB 100 mg
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— THANH PHAN: M vién nang ciing chiia Celecoxib 100 my

= CHI BINK, LIEU LUONG, CACH DUNG, CHONG CHIDINH VA CAC THONG TIN KHACVE S COX“.EB 100

PHAM: Xin o 17 hudng dan s dung, o B
BEXA TAM TAY CUA TRE EM. BOCKY HUONG DAN SU DUNG TRUGC KHI DUNG.

BAO QUAN: BE na kho rdo, trénh dnh sdng, nhiet 4 khéng qud 30 °C.

TIEU CHUAN: TCCS SOK:

San xut hii: CONG TY O PHAN DUGC PHAM GLOMED )
35 Dal Ld Tu Do, KCN Viét Nam - Singapore, Thudn An, Binh Duong. -
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CELECOXIB 100 mg

Box of 3 blisters of 10 capsules
1 SRR ST R

COMPOSITION: Each capsule contains Celecoxib 100 mg

INDICATION, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER COX'i LEB 1 DU

INFORMATION: Please refer to the package insert CHLECTNM 100 mg
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the temperature not more than 30 °C, in a dry place, protect from light.

SPECIFICATION: Manufacturer's  REG. No.:

' T —
l‘-—. Manufactured by: GLOMED PHARMACEUTICAL Co., Inc. .

AT 5 ietnam - Sing Industrial Park, Thuan An, Binh Duong. ‘

e 35 Tu Do thl.’\‘d[d, Vietnam - Singapore industrial Park, Thuan An |n_ L_:r_!ng /
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: HUGNG DAN SU DUNG THUOC

COXILEB 100
Celecoxib
Vién nang cirng
1- Thanh phén
M3i vién nang cimg chira:
Hoat chét: Celecoxib100 mg

Té dugc: Croscarmellose natri, lactose, povidon K30, natri lauryl sulfat, magnesi stearat.
2- M5 té sén phim

COXILEB 100 c6 dang vién nang cimg ding dé qﬁng chira celecoxib, mét thudc khang viém khéng steroid trc ché chon loc trén cyclo-oxygenase-
2 (COX-2), co tac dung lam giam dau va viém. V& hoa hoc, celecoxib dugc xéc dinh Ia 4-[5-(4-methylphenyl)-3-(trifluoromethyl)-1H-pyrazol-1-
yl] benzenesulfonamid vé la mdt pyrazol c6 chira nhom diaryl. Thudc c6 cAu tric hoa hoe nhu sau:
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Cong thirc phén tir cia celecoxib la Cj7H;4F;N;0,8, va khéi lugng phén tir 1a 381,4.

Mdi vién nang cimg COXILEB 100 chira 100 mg celecoxib.

3- Durgre lyre hoe va duge ddng hoc

Durgre lwee hoe

Celecoxib 1a mot thubc khang viém khong steroid, trc ché chon loc trén cyclo-oxygenase-2 (COX-2), ¢6 thc dung lam giam dau va viém. Thubc trc
ché sy chuyén ddi acid arachidonic thanh prostaglandin, chu yéu do trc ché COX-2, va & ndng d6 trj liéu trén ngudi celecoxib khéng trc ché enzym

cyg}()-oxygenase-l (COX-1). Trong cdc md hinh thir nghiém géy khéi u & rudt két dong vat, celecoxib lam giam ti 18 xudt hién va s0 lugng cac
khoi u.

Duege dijpng hoc
Celecoxib dugc hdp thu qua da day-rudt, ndng do dinh trong huyét tuong dat duge sau khoang 3 gi¢. Khoang 97% thudc gén két véi protein huyét
tuong, Celecoxib dugc chuyén héa chit yéu & gan bai hé enzym cytocrom P450 (CYP) 2C9; 3 chét chuyén héa duge x4c dinh 1 khdng c6 hoat

tinh irc ché enzym COX-1 hay COX-2. Thube dugec thai trir chi yéu trong phén va nudc tidu dudi dang chit chuyén hoa; dudi 3% dugc tim théy
dudi dang thubc khong bj bién d6i. Nira doi cubi cling c6 hiéu lyc 1a khoéng 11 gid.

4- Chi dinh

Didu trj triéu chimg thoai héa khop va viém khop dang thip.

Giam con dau cfp va dau bung kinh.

Diéu trj hd trg nhim 1am giam tin s po-lyp u tuyén két - tryc trang & nhimg ngudi b bénh pa-1yp u tuyén c6 tinh gia dinh,

5- Lidu ding va cdch ding

Viém xwong khép: Nguoi 16n: 2 vién/ngay, ubng mt 1an hoc chia lam 2 Hn, Co thé ubng liéu 2 vién/lén, ngay 2 1dn néu cén thiét.

Viém khép dang thip: Nguoi lon: 1-2 vién/lin, ngay 2 14n. Ngudi gia: 1 vién/lin, ngay 2 I4n,

Com dau cfip vA dau byng kinh: Nguoi 1n; lidu khoi ddu 4 vién, sau d6 2 vién khi cin cho ngay dAu tién. Lidu duy tri: 2 vién/lén, ngay 2 1én,
Po-1yp u tuyén két - trye trang: Ngudi 16n: 4 vién/lin, ngay 2 14n va udng cing véi bira &n.
Nén giam liéu mot nira & nhimg bénh nhan suy gan mirc 49 trung binh.

Tré em: theo huéng din ciia bac .

C6 thé ubng thudc lac déi hodc no.

6- Chéng chi djnh

Bénh nhén qué mn voi celecoxib hay bét ky thanh phin ciia thube.

Bénh nhén da c6 phan (mg dj img nhu phi mach, viém mili va may day do aspirin, cic thubc khang viém khong steroid hay cac sulfonamid.
Bénh nhén suy tim vira d&n néing, bénh nhén suy thén véi db thanh thai creatinin dudi 30 ml/phat, bénh nhén suy gan niing, va bénh viém ruft. \
Trong 3 thang cudi thai ky. 2 7
7- Luu § v thin trong =0
Khong nén ding chung véi bit ky thuc khac co chira celecoxib.

Celecoxib nén dugc diung L;z.n trong & bgnh nhén co tién sir bénh tim thiéu mau cuc by hay bénh vé mach mau ndo. Thuéc ciing nén duge dung .',»_
than trong & bénh nhdn c6 yéu td nguy co vé bénh tim mach hay bénh vé dong mach ngoai bién, tién sir xudt huyét da day - rudt, suy yéu chirc oL
ning gan hay thdn, hen hofc cac bénh dj tmg. R

Thén trong khi ding thubc & bénh nhén bj mét nudc; nén b nude trede khi ding celecoxib,

Sir dyng trén phy nir c6 thai: Khong c6 cac nghién cl co kiém soat trén phy nit ¢6 thai. Chi nén sir dung thudc nay khi lgi ich mang lai cao hon .
nguy co ¢o thé xay ra cho thai nhi. san®

Khéng ding celecoxib & ba thang cudi thai ky, vi cac chit irc ché tdng hop prostaglandin c6 thé c6 tic dung x4u trén h¢ tim mach cua thai nhi.

Sir d“éf trén phy nir cho con bi: Khong c6 thong tin v8 bai tiét celecoxib trong sira me. Tuy nhién, nén ngimg cho con bi néu vige diéutrj la
thiét.

Sir dyng trén tré em: Theo huéng diin cia bac sT.

Anh hudmg 1én kha niing ldi xe va vin hanh may méc: Chua c6 nghién ciru chimg minh tdc ddng cia celecoxib 1én kha ning l4i xe hogic vin
hanh may méc.

8- Tuong tic ciia thube véi cic thude khdc va céc dang twong téc khic
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Ngung sic dung va hoi y kién bdc sTnéu cé cdc ddu hi¢u méi bdt thuong xay ra.

Théng bdo cho béc s nhirng tdc dung khéng mong mudn géip phai khi sir dung thube.
10- Qud liéu va xir tri

Trigu chimg: Thdng tin vé qu4 lidu con han ché.

Xir tri: Khong c6 thubc giai doc dic higu. Chi yéu didu trj triéu chimg néu ¢6 qué lidu xay ra.
11- Dang bao ché va dong goi

Hop 3 vi x 10 vién bao phim; Hjp 4 vi x 25 vién bao phim.

12- Biio quén:
Bio quan noi khé réo, tranh énh séng, nhiét do khong qué 30°C. /
13- Tiéu chuén chét hrgng: BP 2012.

14- Han diing: 24 thang k& tir ngay san xuét.
DE XA TAM TAY CUA TRE EM
DPQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC si

San xuft béi: CONG TY CO PHAN DUQC PHAM GLOMED
Dja chi: S6 35 Pai L Ty Do, KCN Viét Nam - Singapore, thj xa Thuéin An, tinh Binh Duong.

DT: 0650.3768823 Fax: 0650.3769094
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