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Each capsule contains:
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Dosage: As directed by the Physician.
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Ry
CELENOBE- 200
(Vién nang cing celecoxib 200 mg)

CANH BAO:
Thudc bdn theo don A
Poc ky huéng dén sit dung trudc khi ding. %
Néu cdn thém thong tin, xin héi ¥ kién bdc s. J
Xin théng bdo cho bdc st biét cdc tdc dung khéng mong mudn trong qud trinh sit dung.

rd ' A .2 o
bé thuéc xa tam fay Ere em. ] /4
Khoéng diung thudc da qud han sut dung. P \i“rr

P‘ (

THANH PHAN: i {
Ma4i vién nang ciing ¢6 chifa: '\\ (k
Hoat chdt: CeleCOXiD .....ovveimrriiieeriirieeeeeiesiesesesenas 200 mg \ o

Td dugc: Lactose, natri lauryl sulphat, povidon K-30, nudc cat, magnesi stearat, cellulose vi M
tinh thé, croscarmellose natri. ~
Vé nang: nang citng gelatin c3 s6 ‘0’.

DUGC LUC HOC :

Celecoxib mot chat e ché chon loc vdi men cyclooxygenase-2 (COX-2 isoform) va ¢6 tac
dung chong viém.

Cyclooxygenase-2 kich thich bai ti€t prostaglandin. C6 hai dang ddng dang 1a COX-1 va
COX-2, trong d6 COX-2 dugc coi 12 nguyén nhan chinh bai ti€t prostaglandin giy viém, dau
va sot. C4c chat e ché€ chon loc COX-2 1am gidm hinh thanh prostacyclin hé th6ng ma khong
anh hudng téi thromboxan tiéu ciu.

Celecoxib ttc ch€ COX-2 manh hon COX-1 375 14n.

DUGC PONG HOC:

Hdp thu: celecoxib duge hap thu t6t, dat ndng do dinh trong huyét tuong sau 2-3 gid. Thidc &n
(c6 1am lugng m3 cao) lam cham thdi gian hdp thu khodng 1-2 gid.

Phén b6: Thudc lién k&t manh véi protein (xap xi 97%) trong céc khodng liéu thit nghiém
1am sang. Nhitng nghién citu & in vitro chi ra ring celecoxib lién két phan 16n véi albumin va
vdi mitc dd nhd hon véi acid glycoprotein.

Chuyén héa: celecoxib dugc chuyén héa phan 16n qua hé théng enzym cytocrom P450 2C9.
Ba chat chuyén hod di dugc xdc dinh trong huyét tuong ngudi va tit cd cdc chit nay déu
khong hoat tinh nhu cdc chat @c ch€ COX-1 hodc COX-2.

Thdi trir: celecoxib dudc thai trif phan 16n dang chuyén hod qua gan véi mdt lugng it (<3%)
dang thubc khdng ddi dugc thiy & nudce ti€u va phan. Sau khi udng liéu don ddnh diu, x4p xi
57% liéu ding dugc bai tiét trong phan va 27% dudc bai ti€t theo nude tiéu. Thdi gian ban
thai Xé’p xi 11 gi¢ khi déi.

CHI PINH:

Gidm cdc dau hi€u va triéu ching clia thodi héa khdp va viém khép dang thap & ngudi 16n.
LIEU LUGNG VA CACH DUNG

Thudc diing dudng udng. Diing theo sy chi din clia bac si diéu tri.

Cdch diung: Thu6c udng ngay 01 1an hodc chia 1am 2 1an bing nhau, déu c6 tdc dung nhu
nhau trong diéu tri thodi héa xuong - khdp. P8i vdi viém khép dang thap, nén ding liéu
chia déu thanh 2 14n. Liéu t6i 200 mg/lan, ngay udng 2 lan, ¢6 thé uéng khong cin chid y
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dén bita in; liéu cao hon (nghia 1a 400 mg/lan, ngay udng 2 lan) phdi udng vio bita 4n
(cting véi thitc dn) d€ c4i thién h4p thu.

Liéu ditng:

Nén tim ki€m liéu thap nhat clia celecoxib cho tirng bénh nhan.

Viem xuong khdp: D€ gidm cdc ddu hiéu va triéu chitng cda viém xuong khdp, liéu udng
khuyé&n cdo 1a 200 mg mdi ngay, ding liéu don hodc 100 mg x 2 lan/ngay.

Viem khdp dang thdp: DE gidm cdc dau hiéu va triéu chitng clia viém khdp dang thap, liéu
udng khuyén cdo 12 100 mg dén 200 mg, 2 lin/ngay.

Liéu khuyén c4o t6i da cho tat cd cdc chi dinh: 400mg/ ngay 9\/
Cdc dot tugng ddc biét: |
Ngudi gia (>65 tudi): gi6ng nhu trén, khdi ddu véi liéu 200mg/ ngay, néu cin c6 thé ting
200mg x 2 1an/ ngay

Suy gan: ding mdt nita liéu khuyén cdo vdi nhitng bénh nhan suy gan ¢6 ham lugng albumin
trong huyét thanh 1a 25-35 g/l

Suy than: chira ¢6 nhiéu nghién cifu clia viéc st dung celecoxib trén bénh suy than, nén cin
than trong khi sit dung.

Tré em: celecoxib chéng chi dinh véi tré em

CHONG CHI PINH:

Bénh nhin ¢6 tién st qud min véi celecoxib.

Bénh nhan di ¢6 nhitng phan tng di ttng vdi sulfonamid.

Bénh nhan di mic bénh hen, may day, cdc phan ng ki€u di @ng sau khi dung aspirin hoic
c4c thudc chong viém non-steroid (NSAID) khéc.

Viém rudt, dau thit nguc, cdc bénh mach mdu ndo, mach médu ngoai vi, suy tim ti¥ vira dén
nang.

Suy gan nang.

R&i loan chitc ndng ning: albumin huyét thanh < 25g/1.

Suy thén: toc dd creatinin < 30ml/min.

KHUYEN CAO VA THAN TRONG:

Pdc tinh da day rudt ning nht chdy méu, loét va thing da day, rudt non cé thé xdy ra & bat
ky thdi di€ém nao c6 hodc khong cé céc triéu chitng bio triude & nhitng bénh nhan dude diéu

tri véi NSAID.
Céc van dé nhu khé tiéu 1 thong thudng va cé thé xay ra § bat ki thdi diém nao trong diéu
tri v6i NSAID.

Can thin trong khi ké don cdc thudc khdng vién non-steroid (NSAID) & nhitng bénh nhan cé
tién st bénh loét hodc chdy mdu da day rudt. Hau hét cdc bdo cdo vé cdc bi€n chitng da day
rudt gdy tf vong 1a & nhitng ngudi cao tudi hoic nhitng bénh nhan suy nhudc, va do viy cin
phai cham séc dic biét khi diéu tri nhitng bénh nhan nay. P& han ché t6i thi€u nguy cd tiém
tang cho cdc phén itng bat 1¢i & da day rudt, nén ding liéu thdp nhat c6 hiéu qua va trong
thdi gian ngdn nhat c6 thé.

Do khong ¢6 sdn thong tin lién quan dén viéc sit dung celecoxib & nhitng bénh nhin bénh
thdn ndng, khong nén ding cho nhitng bénh nhin nay.

Nén thit than trong khi diing cho nhitng bénh nhin ¢6 céc triéu chitng va/hodc dau hiéu cho
thdy suy chifc ndng gan, hodc & nhitng bénh nhan ¢6 xét nghiém chifc ning gan bat thudng.
Thén trong vdi cdc bénh nhan ¢6 ti€n st suy tim, r6i loan chifc ning that trdi va c6 yéu t§
nguy cd cia bénh tim mach.

Ciing nén st dung celecoxib thin trong & nhitng bénh nhan phi, ting huyét dp, hodc suy tim
do xuAt hién phil trong mdt s& bénh nhan.
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Can than trong khi diing celecoxib cho ngudi bi mat nudc ngoai t€ bao (do dung thudc 1gi tiéu
manh). Can phai diéu tri tinh trang mat nudc trude khi dung celecoxib.

Ngoai ra, can theo ddi nguy cd bi€n chitng tim mach (nhdi madu ¢d tim, thi€u méu cd tim cuc
bd). Celecoxib khong c6 hoat tinh ndi tai khdng ti€u ciu va nhu vy khéng bdo vé dudc cdc
tai bi€n do thi€u m4u cd tim, nhat 12 néu ding li€u cao kéo dai (400 - 800 mg/ngay).

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Khéng thdy c6 bdo cdo. Thudc c6 thé gy hoa mit, nhitc diu vi vdy nén thin trong néu ding
thudc khi dang 141 xe hodc van hanh mdy mdc.

TUONG TAC THUOC: @V
Cdc chét vc ché’ ACE: Cdc bdo cdo ggdi ¥ ring NSAID ¢6 thé 1am gidm tdc dung chdng ting
huy€t 4p cia cdc chat fc ch€ men chuyén (ACE). Nén cdn nhic tudng tdc nay & nhitng bénh
nhin ding celecoxib dong thdi vdi cdc chat e ché ACE.

Furosemid: C4c nghién citu 1dm sang da chi ra ring cdc thudc NSAID c6 thé lam gidm tic
dung thdi trif Na* ciia furosemid va thiazid trong m6t s6 bénh nhan. Tdc dung nay la do su
ché t8ng hop prostaglandin & than.

Aspirin: ding ddng thdi aspirin véi celecoxib ¢ thé ddn dén tang ty 1& loét da day rudt hoic
cdc bi€n chitng khdc so véi viéce sit dung mot minh celecoxib.

Fluconazol: Dung dong thdi fluconazol liéu 200 mg x 4 1an/ngay di lam ting ndng do trong
huyé&t tuong cda celecoxib 2 1an. Viéc ting nay la do sy e ché chuyén ho4 celecoxib qua
P450 2C9 cia fluconazol. Do d6, nén st dung celecoxib v6i liéu thdp nhat & nhitng bénh nhin
dang dung fluconazol.

Lithi: ndng d6 huyét twong lithi 6n dinh trung binh ting xap xi 17% & nhitng ngudi dung lithi
450mg x 2 1dn mdi ngay vdi celecoxib 200 mg x 2 1an mdi ngdy so vdi nhitng ngudi diing mot
minh lithi. Nén gidm st chit ché nhitng bénh nhan dang diéu tri lithi khi cho ding hoic
nging dung celecoxib.

Warfarin: C4c bién chitng chdy mau két hdp vdi ting thdi gian prothrombin di x4y ra 6 mot
s6 ngudi bénh (chit y&€u ngudi cao tudi) khi ding celecoxib ddng thdi véi warfarin. Do d6,
can theo ddi cdc xét nghiém vé dong mdu nhu thdi gian prothrombin, dic biét trong miy
ngay diu sau khi b4t dau hodc thay ddi liéu phap, vi cdc ngudi bénh nay c¢é nguy cd bién
chitng chdy mau cao.

SUDUNG G PHU NU MANG THAI VA CHO CON BU:

Phu nt cé thai: celecoxib vin chua dugc nghién citu & phu nit mang thai. Trong cdc nghién
cifu § dong vat, cho dung liéu gdp hai 1an liéu t5i da & ngudi, celecoxib cho thdy cé sif nguy
hai d&€n bao thai. Vi vay chi sit dung celecoxib cho ba me mang thai khi d4 cin nhdc giita 1gi
ich va nguy cd dung thuéc cho bao thai.

Khong ding celecoxib trong 3 thang cudi thai ky do 4nh hudng xau dén hé tim mach cia thai.
Phy niz cho con bii: Vin chua bi€t thudc nay c6 bai ti€t qua sita me hay khong. Do tiém ting
céc phan ting bat1gi 3 tré bi me, nén cin nhic ngung thudc hoic ngung cho con bi.

Si dung & nhi khoa: P9 an toan va tinh hiéu qui & tré dudi 18 tdi vin chua duge ddnh gid.
TAC DUNG KHONG MONG MUON:

Céc phan ttng bat 1¢i dugc bdo cdo vdi celecoxib bao gdm:

Da day ruét: Pau bung, tiéu chdy, khé tiéu, ddy hoi, budn nén,

R6i loan hé théng mdu va bach huyét: thi€u mau

R6i loan hé théng mién dich: ting nguy cd di Ung

R6i loan chuyén héa: ting kali huyét

Toan thdn: cdc triéu chitng nhu cim, dau lung, phu ngoai vi.

H¢ théng than kinh trung wong va ngoai vi: Hoa mit, nhitc dau.

7 XH

\\ LN \.
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Tém thdan: mat ngi, lo 1dng, mét mdi, trim cdm

Hé hdp: viém hong, viém mii, viém xoang, nhiém trung dudng hé hip trén.

Da: Phit ban.

QUA LIEU VA XU TRI KHI QUA LIEU

Nhitng triéu chitng sau qua liéu cap clia cdc thude NSAID thudng gidi han & thin thd, ngi ga,
budn nén, nén, va dau thugng vi, nhitng triéu chitng nay thudng phuc hdi khi ¢é chim sé¢ hd
trg. C6 thé x3y ra chdy médu da day rudt. Tang huyét dp, suy than c4p, suy hd hap va hon mé
c6 thé xdy ra nhung hi€m. Cdc phin @ng phidn vé di dudc bdo cdo vdi udng cdc thudc
NSAID, va c6 thé x3y ra sau qud liéu. Nén chdm s6c cdc bénh nhan bing diéu tr triéu ching
va cdc bién phdp hd trd sau qué liéu thudc NSAID. Khong c6 thudc gidi doc dic hiéu. Khong
c6 sdn thong tin lién quan téi viéc loai bd celecoxib bing cdch thim tdch mdu, nhung dua
trén mitc do lién két protein huyét twong cao (>97%) thi viéc thim tich chic chin khong c6
ich khi qu4 liéu. Gay non va/hoic ding than hoat (60 dén 100 g & ngudi 16n, 1 dén 2 g/kg &
tré em) va/hodc c¢6 thé chi dinh thudc nhudn tring tham thau trong nhitng bénh nhin uéng
thudc trong vong 4 gid c6 cédc triéu ching qud liéu hodc sau udng mdt liéu quéa 1én. Ding
thudc lgi tiéu, kiém hod nudc tiéu, thim phan mau hoic truyén dich thim phan c6 thé khong
hitu ich do thudc lién két protein cao.

BAO QUAN: i}
Giif thudc noi khd mat, du6i 30°C, trinh 4nh séng.

DANG BAO CHE VA QUI CACH PONG GOI:
Hop 10 vi x 10 vién nang ciing.

TIEU CHUAN CHAT LUGNG:

Nha sian xuit

HAN DUNG:

24 thang k€ tif ngay san xuAt.

Sdn xudt béi:
MEPRO PHARACEUTICALS PVT.LTD
(Unit IT) Q Road, Phase IV, GIDC, Wadhman-363035, India

Ngay xem xét lai to' hudng déan sit

PHO CYUC TRUONG
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