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trénh dnh sang

¢ xa tdm tay té em.

Xem t8 hudng ddn s dyng bén trang hdp
Bdo qudn: Nal khd thodng. nhigt 8 dudi 30°C,

Tiéu chudn: Tidu chudn co sd

Doc ky hudng ddn s dung Iruidic khi ding.
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U5 PHARIA UEA

3 vi x 10 vién nang cuUng

Celecoxib 100-US

Celecoxib 100mg

Celecoxib 100-US

i 100mg

Thanh phén: Composition:

Mé| vién nang cdng chia Each copsule confalns

Celecoxib, 100mg Celecoxio.... 100mg

Td cuge v.d 1 v Exciptents a.s 1 capsuie,

Chi dinh, chéng chi dinh, idu ding, cdch ding: oniTa- dosage,

Please refer to enciosed pockoge Insert
Storage: in o dry and cool place, below 30C
pratect from direct sunight

Specification: In house.

Keep out of reach of childrén.
Reod the package insert carefully before use.

Nha sén xudl: Céng Ty TNHH US PHARMA USA
L6 B1-10, Buging D2, KCN Tay Béc Ci Chi, TP.HCM.
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Celecoxib 100-US

135x78mm
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140x80x84mm

Celecoxib 100-US

Thénh phdn:

Wi vidn nang cdng chua
Celecosn....... 100mg
Taduge v.d.......! vién

Chi dinh, ch&ng chi dinh, liéu ding, cach ding:
Xem 10 hudng odn s dyng bén trong ho
B&0 quan: Nal knd thodng, nhigt o dudi 30C.
franh anh sang

Tigu chudin: Tigu chudn co sd,

B¢ xa tdm fay tré em,
Poc ki hudng ddn s dung tuidc khi ddng.

Felecoxib 100-US

I[ Mk sin sud Cag Ty THHH UB PHARMA UBA

. LOB1-10, Duting D2, KN Tay Se Ob Om, TF.HCM
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Celecoxib 100-US

S.

Composifion:
Each copsule contains
Celecoxd 100mg
Exciplents g.5....... 1 capsule
e dasoge.
Please refer 1o enciosed pockoge insert,
smuuo na :l 4 ar-u cool ploce, below 30 C,
protect from direct sunlight,

specilication: In hause.

Keep out of reach of children.
Peod the pockage insert gy
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7/ CONG TY
2 TRACH NHIEM HUU HAN
PHARMA US

CELECOXIB 100 - US

Vién nang ciing Celecoxib 100mg

\ p_peng ciing chia:
Celecoxib 100mg
T4 dugc: Lactose, Tinh bdt ngo, Polyvinyl pyrrolidone PVP K30, Natri starch glycolat, Natri lauryl
sulfat, Magnesi stearat.
Phén loai
Thuéc khdng viém khong steroid.
Dugc luc, co ché tdc dung
CELECOXIB 100 - US chita hoat chat celecoxib la mdt thudc gidm dau, khdng viém khong steroid
(NSAID) thé hé mdi.
Trong cd thé ton tai hai loai enzym cyclooxygenase (COX): COX-1 va COX-2. COX-1 xiic tdc tao ra
chdt ¢6 Igi bido vé niém mac da day, thin. COX-2 dudc tim thdy nhiéu & cdc m6 sung viém. Celecoxib
tic ché€ qué trinh téng hop prostaglandin do e ch€ chon loc trén enzym cyclooxygenase 2 (COX-2) nén
” gidm thiéu tdc hai d&€n da day-rudt nhung c6 thé giy tdc dung phu & than tudng tu cdc thude chong viém
~ khong steroid khong chon loc va cling khong can thiép vao qud trinh dong m4u.
Dugc dong hoc
Hap thu: Nong d¢ dinh huy€t twong clia celecoxib dat dude khodng 3 gids sau 1 lidu udng. Celecoxib hip
thu nhanh qua dudng tiéu héa. Vi thic dn c6 nhiéu chit béo lam ting sinh khi dung (AUC) 10-20%
nhung 1Am chim thdi gian dat ndng d6 dinh trong huyé&t twong khodng 1-2 gio.
Phin bd: Celecoxib gin k&t véi protein manh (khodng 97%).
Chuyén héa: Celecoxib chll y&u dude chuyén héa trung gian qua cytochrom P450 2C9.
Théi trir: Celecoxib dugc thdi trir chi y&u bdi chuyén héa § gan, thit nghiém qua dudng udng véi liéu don
c6 ddnh ddu dong vi phong xa, khodng 57% liéu ding dugc thii trit qua phin, va 27% thai trir qua nudc

tiéu.

Chi dinh

CELECOXIB 100 - US dudc chi dinh trong cdc trudng hgp:

. Diéu tri triéu chitng viém khdp dang thap va cdc bénh viém xuong khdp & ngudi 16n. Nh/

. Gidm dau cdp trong dau bung kinh & phu ni.

. Diéu tri b3 sung trong polip tuyén trong gia dinh “familial adenomatous polyposis” (FAP). £
” Doc kj huidng dan sit dung tride khi diing. Néu cdn biét thém thong tin, xin héi § kién bdc si. >

Thudc nay chi ditng theo su ké don ciia thiy thuéc. "

Liéu Iugng va cdch ding .

Viém xudng khép: 1 vién x 2 14n / ngay hodc 2 vién x 2 14n / ngay. 5%

Viém khép dang thap: 1 -2 vién x 2 1dn/ ngay. o

Trong bénh polip tuyén trong gia dinh: li€u yéu cdu 4 vién x 2 1dn / ngay. =

Trudng hgp suy gan nhe- trung binh: Gidm nia liéu

Kh6ng né€n dung cho b&nh nhin suy gan, suy thin ning.

Hoic ding theo chi din cla thdy thudc.

Cdchdung:

UGbng trong khi @n hay sau bita in.

Chéng chi dinh

Qud min véi celecoxib. Tién st di ing v6i cdc sulfonamid. Bénh nhan bi hen, mé day hoic di ng khi
dung aspirin hodc cic NSAID khic.
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Ngudi loét da day - td trang.
Bénh nhin suy tim ndng.
Bénh nhan suy gan ndng, suy thin ning (Cl,, dudi 30ml/phiit).
Thén trong:
Tién sif loét, xui't huy€t tiéu hoa.
Ngudi gia, suy kiét. Phu ni ¢6 thai va cho con bu.
Suy gan- suy thdn ndng, phi, ting HA, suy tim.
Cénh bdo
Dang thudc nay ldu dai ¢6 thé ting nguy cd tim mach bao gdm dau tim, d6ng m4u, dau nguc, ngitng tim
va dot quy. Va tai bi€n dudng ti€u héa: loét, xuat huyét, thing.
Tuong tic thudc
- Chuyén héa ctia celecoxib qua trung gian Cytochrom P450 2C9 trong gan. Sit dung dong thdi
Celecoxib vdi cdc thubce c6 tdc dung e ché enzym nay c6 thé dnh hudng dén duge dong hoc ciia
celecoxib, nén phai thin trong khi ding ddng thdi vdi thudc nay.
- Celecoxib ciing e ch€ cytochrom P450 2D6. Do d6 c6 khd ning tuong tdc giita celecoxib va cdc thudc
dugc chuyén héa bdi cytochrom P450 2D6.
- Celecoxib ¢6 thé 1am gidm tdc dung chong ting huyét 4p clia cdc thude e ché enzym chuyén

o angiotensin.

“7 - Celecoxib ¢6 thé lam gidm tdc dung ting bai ti€t natri niéu clia furosemid va thiazid & mot sé bénh

nhéin.

- Celecoxib ¢6 thé 1am tiing ty 1€ loét duding tiéu héa hodc cdc bi€n chiing khdc néu ding ddng thdi vdi

aspirin. —_—

- Diing déng thdi celecoxib va fluconazol ¢6 thé din dén ting ddng k& ndng do huyét twong clia 970334

celecoxib. NG T

- Lithi: Celecoxib c6 thé 1am gidm sy thanh thdi thin ctia Lithi, diéu nay din d&n ting ndng do lithi trong  yuEw ki

huyét tuong, can diéu chinh liu cho phi hgp khi bit diu va ngitng ding celecoxib. i AHMA L

- Celecoxib c6 thé 1am gia ting tdc dung khdng dong clia warfarin. ’

- Sir dung dddng thdi celecoxib véi aspirin hodc cdc NSAID khéc (ibuprofen, naproxen v.v...) ¢6 thé lam :m
e

tdng nguy co loét da day rudt.
Phu nif mang thai va cho con bd
Chura ¢6 cdc nghién cttu ddy dii vé sit dung celecoxib & phu nit mang thai. Chi nén diing Celecoxib cho
phu nit mang thai khi 1gi ich cao hon nguy cd ¢6 thé xdy ra ddi vdi thai. Khong diing Celecoxib & 3 thing
cudi clia thai ki.

o Chua bi€t Celecoxib ¢6 duge phin bd vao sita me hay khong, cin cin nhic 1gi/hai hodc ngitng cho bi \“’L;
hodc ngirng ding Celecoxib. ' _

Téc dung phu J—
Nhirng tdc dung c6 hai hay gip nhat 1a dau dau, dau bung, kh6 tiéu, ia chdy, budn n6n, ddy hoi va mat 5
ngu. R

Nhirng tdc dung phu khdc 12 chodng ngdt, suy thin, suy tim, ti€n tri€n ning clia cao huyét 4p, dau nguc,
0 tai, loét da day rudt, xud't huy€t, nhin 16a, lo 4u, min cdm vdi 4nh sdng, ting cin, giif nudc, cdc triéu
chitng gidng cim, chéng mit va yéu. g
- Cédc dang phdn @ng di @ng c6 thé xdy ra vdi celecoxib. S
Théng bdo cho Bdc sy nhitng tdac dung khong mong muén gdp phdi khi sit dung thuéc.

Ldi xe va van hanh mdy méc:

Thén trong khi sit dung thudc cho ngudi 14i xe va van hanh mdy méc do thudc c6 thé gdy chéng mit.
Qui liéu va cdch xd tri
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Tri¢u chitng: hon mé&, budn ngd, budn nén, n6n mita va dau thugng vi, xuit huy&t tiéu héa. Hi€m khi xdy
ra ting huyét dp, suy thdn cip ,suy ho hip.
Xiz Iy: Chi dinh diéu tri triéu chitng va diéu tri hd trg khi qué lidu. N&u xua' hién cdc triéu ching qu4 lidu
trong vong 4 gid sau khi udng c6 thé chi dinh cho bénh nhin giy non va/hoic ding than hoat (60-100g
d6i véi ngudi 16n, 1-2g/kg d6i vdi tré em) va/hoic sit dung thudc x8 thim thau.
Dang trinh bay
Hop 3vi x 10 vién nang cifng.
Hop 10 vi x 10 vién nang cing.
Tiéu chuéin
Tiéu chuén cd s3.
Han ding
36 thdng k& tir ngay sin xudt.
Bdo quén
Ndi kho thodng, trdnh 4nh sdng, nhiét d6 dudi 30°C.
Dé thuéc xa tdm tay tré em.
Nha sin xuit
CONG TY TNHH US PHARMA USA
. Bia chi: L6 B1- 10, Pudng D2, KCN T4y Bic Ci Chi, TP.HS Chi Minh
Moi thdc mdc va thong tin chi tiét, xin lién hé vé sé dién thogi 08 37908860 — 08 37908861, Fax: 08
37908856 TR

PHO CUC TRUONG

Ngain Vit S,



