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Celecoxib

Vién nang

Celecoxib

2 x 10 vien nang
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TO HUGNG DAN SU DUNG THUOC

COFIDEC® 200 mg Vién nang

THANH PHAN

Vién nang Cofidec® 200 mg
Hoat chit: Mdi vién nang chira 200 mg celecoxib

Ta duge: Carrageenan, natri laurilsulfate, lactose monohydrate, cellulose vi tinh thé, magnesi
stearate, nudc tinh khiét, silic dang keo khan, talc.

Nang: Titan dioxide, gelatine, oxide sit mau do, oxide sit mau vang.

DANG BAO CHE

Vién nang

QUY CACH DPONG GOI

Hoép 2 vi x 10 vién nang

CHI PINH PIEU TRI
Lam giam triéu chimg trong diéu tri cac bénh:

e viém xuong khép

* viém khop dang thap

e viém cot sdng dinh khép

I§hi quyét dinh ké don mét thude trc ché COX-2 chon loc nén dua trén su danh gia nguy co

tong thé cia timg bénh nhén (xem phin CHONG CHI DINH & CANH BAO VA THAN
TRONG DAC BIET KHI SU DUNG).

LIEU LUONG VA CACH DUNG

Vi nguy co tim mach ctia celecoxib ¢6 thé tiang 1én theo liéu ding va thoi gian sir dung thuéc,
nén dung lidu hang ngay thap nhét co hiéu qua trong thoi gian ngﬁn nhét c6 thé. Can dinh ky
tai danh gia su can thiét Jam giam triéu chimg va dap img voi diéu tri ciia bénh nhan, dic biét
& bénh nhan viém xwong khdp.

Liéu thuomg dung déi véi Cofidec® nhu sau:

Viém xwong khop

Liéu thuong dung duoc khuyén cdo hang ngay la 200 mg, dung 1 lan/ngay hodc chia lam 2
lan. O mot sé bénh nhan giam triéu chimg khéng day du, liéu tang lén 200 mg, 2 lAn/ngay c6
thé lam tang higu qua. Trong truomg hop khong ting loi ich diéu tri sau 2 tudn, nén xem xét
cac luya chon diéu tri khac.
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Viem khop dang thép

Liéu khoi dau duoc khuyén cao hang ngay 1a 200 mg, chia lam 2 lan. Néu cén, lidu nay co
thé duoc tang 1én sau do6 dén 200 mg, 2 lanfngay Trong trudmg hop khong tang loi ich diéu
tri sau 2 tuln, nén xem xét cac lua chon diéu tri khéc.

Viém cét séng dinh khép

Liéu duge khuyén cao hang ngay 1a 200 mg, dung 1 lan/ngay hoic chia 1am 2 1dn. O mot sb
bénh nhén giam triéu chimg khéng day du, liéu tang 1én 400 mg, 1 lamngay hodc chia lam 2
l&n c6 thé lam tang hiéu qua. Trong truomg hop khong tang loi ich diéu tri sau 2 tudn, nén
xem xét cac lua chon diéu tri khac.

Liéu t6i da duge khuyén cdo hang ngay 1a 400 mg dbi v6i tat ca chi dinh. Cé thé dung
Cofidec® cing hodc khong ciung voi thue an.

Nguwdi gia trén 65 tuoi

Ciing nhur & nguoi 16n tre tudi hon, nén dung khoi d4u 200 mg/ngay. Néu cin, lidu nay co thcf:
dugc tang 1én sau d6 dén 200 mg, 2 lan/ngay. Can t}‘lén trong dédc biét & ngudi cao tudi co the
trong dudi 50 kg (xem cac phan CANH BAO VA THAN TRONG DAC BIET KHI SU
DUNG va CAC DAC TINH DUQC DONG HOC).

Suy gan

Nén bat dau didu tri véi mot nira liéu duge khuyén céo & nhitng bénh nhan suy gan muc do
trung binh da duoc xac dinh voi albumin huyét thanh 1a 25-35 g/l. Kinh nghiém ¢ nhitng
bénh nhan nay con giéi han dbi voi bénh nhan xo gan (xem cac phan CHONG CHI PINH,
CANH BAO VA THAN TRONG DPAC BIET KHI SU DUNG va CAC BDAC TINH DUGC
DBONG HOC).

Suy thin

Kinh nghiém vdi celecoxib ¢ bénh nhéan suy than nhe hodc trung binh con gidi han, vi vay
can than trong khi diéu tri cho nhimg bénh nhén nay (xem cac phdn CHONG CHI DINH,
CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG va CAC BDAC TINH DUGC
DONG HOC).

Tre em

Celecoxib khéng dugc chi dinh diing cho tré em.

CHONG CHI PINH

» Qua min véi hoat chit hoic bat ki thanh phén nao ciia ta duge (xem phén Ta duoc).

o Di biét qua min véi cac sulphonamide.

e Loét da day tién trién hodc xuét huyét duomg tiéu hoa.

e Bénh nhéin da timg bi hen, viém miii cip, polyp miii, phi than kinh mach, nc";‘ri mé day hoac
cac phan umg dang di img khédc sau khi dung acid acetylsalicylic hoc thuoe chong viém
khong steroid (NSAID) bao gom thudc {rc ché COX-2 (cyclooxygenase-2).

e Phu nif ¢ thai va phu nit ¢6 kha nang mang thai trir khi sir dung phuong phap tranh thai
c6 hiéu qua

e Phu nit cho con bl @f KV |/,*
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TUONG TAC VOI CAC THUOC KHAC

Xin bao cho bac sT hodc dugc s néu ban dang dung hoic méi day da dung bit ky thude nao
khac. Diéu nay bao gom ca duge thao va nhimg thu_éc ban mua khéng theo don. (;oﬁdec® co
thé anh huong dén co ché tac dung cua mdt sd thudc khac va mdt s6 thudc cé thé anh hudmg
dén Cofidec®. Néu ban dang dung mét sé loai thudc, dbi khi bac sT ctia ban c6 thé cén tién
hanh cac xét nghiém mau.

Pic biét, hdy bao cho bac s néu ban dang ding bét ky thube nao sau day:

e warfarin hoic cac thudc khac ngan can sir dong mau (cac thudc chong dong)

e aspirin (acid acetylsalicylic) hoac cac thudc chéng viém khac

e thudc irc ché men chuyén angiotensin (ACE) - thudc didu tri céc van dé vé tim

e thubc d6i khéng thu thé angiotensin I (AIIRA) - thudc diéu tri cac vin dé v& tim
e barbiturate - thudc diéu tri ddng kinh hoac mét ngu

e carbamazepine - thudc diéu tri ddng kinh hoic dau day thén kinh sinh ba

e citalopram, imipramine hoac lithium - thude diéu tri trdm cam

e ciclosporin hoic tacrolimus - thudc duge dung dé phong ngira thai ghép & bénh nhan
ghép tang

e dextromethorphan - thujc duoc ding trong cac hdn hop tri ho

o diazepam - thudc didu tri mit ngt hoic lo 4u

o thudc lgi tiéu

o fluconazole - thudc dugc ding dé diéu tri nhidm nim

° met!wtrexate - thude diél'l tri viém khdp dang thap, bénh vay nén hodc ung thu ( [2’0
e thuoc tranh thai dang uong / o

e rifampicin - thude didu tri nhiém khuén —

e thude diéu tri tram cam (3 vong va thude tre ché tai hip thu serotonin chon loc - SSRI)

e thubc diéu tri loan thin va tdm thin phan liét (thubc an than)

e thubc diéu tri nhip tim khéng déu (thudc chéng loan nhip)

Hay hoi bdc s7 néu ban khéng chic nhitng thudc nay la gi.
Dung Cofidec® vai thire in va thire udng
Thire an khdng anh huomg dén tac dung cta celecoxib.

TAC DUNG KHONG MONG MUON

Ciling nhu tifl\t ca thude khac, Cofidec® c6 thé gdy ra cac tac dung phu, mic du khéng phai
moi ngudi déu gap phai.

Réi loan hé mién dich
Thuong gap: di img nang hon

Tén suét khéng ré: phan tmg di img nghiém trong, shock phan vé, phan vé

Nhiém khudn va nhiém ky sinh tring

fek 7
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Thudng gip: viém xoang, nhidm khuén dudng ho hip trén, nhifm khuin dudng tiét niéu

Réi loan mdu va hé bach huyér

Tt giip: thiéu mau

Hiém gap: giam bach ciu, giam tiéu cu
Tén suét khong rd: giam toan thé huyét cdu

Réi logn chuyén héa va dinh duong

It gap: tang kali huyét

Réi loan tdm than

Thudng gap: mat ngl

t gap: lo au, trAm cam, mét moi.

Hiém gap: 1t 1&n

Tén suat khong rd: a0 gidc

Réi loan hé than kinh

Thuomg gdp: chong mit, tang truong luc
ft gap: di cam, budn ngu, nhdi méu ndo
Hiém gap: mét diéu hoa, thay déi vi giac

Tén suét khong ro: nhite ddu, bénh déng kinh nang hon, viém mang ndo v6 khudn, mét vi

giac, mat khiru gide, xuit huyét ndi so gy tir vong

Réi logn mdt

it gap: nhin mer

Tén sut khong rd: viém két mac, xuét huyét mét, tic déng mach hodc tinh mach vong mac
Réi loan tai va mé dao

ft gap: u tai, giam thinh giac

Réi loan tim

Thuong gap: nhdi mau co tim

It gap: suy tim, danh tréng nguc, nhip tim nhanh
Tén suit khong rd: loan nhip

Réi loan mach

Rét thuong gap: ting huyét 4p

it gap: tang huyét 4p nang hon

Tén suét khong ro: viém mach, do bimg mat, nghén mach phdi

Réi loan hé hdp, nguc va trung tht
Thuong gap: viém hong, viém miti, ho, khé the

Tan suét khong r5: co that phé quan @ lﬁw?‘
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Réi loan tiéu héa
Thudng gip: dau bung, tiéu chay, kho tiéu, ddy hoi, ndn, khé nudt
it gap: t4o bon, o hot, viem da day, viém miéng, ting ning viém da day rudt

Hiém gap: loét ta trang, da day, thue quan, rudt va dai trang, thing rudt, viém thuc quan, dai
tién phén den, viém tuy

Tén suit khong rd: budn ndn, xudt huyét tiéu héa, viém dai trang/viém dai trang nang hon

Réi loan gan mat
ft gip: chirc nang gan bit thudng, ting SGOT va SGPT
Hiém gép' tdng cac enzyme gan

Tén suét khong rd: viém gan, vang da, suy gan (d6i khi gdy tr vong hodc can phai ghép
tang), viém gan t6i cap (mot s& trueomg hop cd két cude tir vong), hoai tir gan

Réi loan da va mé dudi da

Thudng gap: ndi ban, ngira

It gip: ndi mé day

Hiém gap: rung téc, nhay cam véi anh sén g

Tan suat khong rd: bim méu, ban bong nuée, phu mach, viém da tréc vay, ban do da dang,
héi chimg Stevens-Johnson, hoai tir biéu bi nhiém ddc, ngoai ban mun mu toan than cap tinh

Réi loan co xiong va mé lién két
It gap: chuét rat & cing chan
Tan sut khong rd: viém co, dau khép

Al

R6i loan thén va tiét niéu r A
it gip: tang creatinine, tang nito uré mau (BUN)
Tén suit khong r5: suy than cép, viém than k&, giam natri huyét

Réi loan hé sinh san va tuyén vi

Tan suét khong r3: r6i loan kinh nguyét khong xac dinh (NOS)

Réi loan toan thén va tinh trang tai chb ding thudc
Thuémg gip: phi ngoai bién/it dich, triéu chung gidng cim
Tén suét khong rd; dau nguc

Théng bdo cho bdc si/dwoc si cic tic dung khong mong muén gip phdi khi six dung thuéc.

QUA LIEU

Chua c6 kinh nghiém vé qua liéu. Céc liéu don 1&n dén 1.200 mg va da lidu 1én dén
1.200 mg, 2 lan/ngay da dwoc ding cho nhimg nguoi tinh nguyén khoe manh trong 9 ngay
ma khong c6 cac tac dung phu ¢6 y nghia lam sang. Trong truéng hop nghi ng& qua liéu, cén
tién hanh cham soc y t€ hd trg thich hop nhur loai bo cac chit chira trong da day, glam sat lam
sang va néu can thiét lap didu tri triéu chimg. Thiam phan khong chéc 1a phuon ph: r loait-bo

gyl
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hoat chét hiéu qua do su gén két cao véi protein.

CAC PAC TINH DUQC LUC HQC
Nhoém duoe 1y tri liéu: Thube chéng viém va chéng thip khép khong steroid
Mi ATC: MO1AHO1

Men cyclooxygenase tham gia téng hop céc prostaglandin, c6 hai dong dang la
cyclooxygenase-1 (COX-1) va cyclooxygenase-2 (COX-2). COX-2 duoc kich hoat boi tac
nhén gy viém va xtc tac phan tmg téng hop céc chat trung gian prostanoid gy dau, viém va
sOL.

Celecoxib 1a thube ding duong uémg, ttc ché chon loc men cyclooxygenase-2 (COX-2), lidu
dung trén 1am sang trong khoang 200-400 mg/ngdy. V6i mitc liéu nay trén nhimg ngudi tinh
nguyén khoe manh, khong quan sat thdy su e ché COX-1 ¢6 y nghia thong ké (dugc danh
gia théng qua trc ché s hinh thanh thromboxane B2 [TxB2] bén ngoai co thé).

Su khac biét vé hoat tinh khang tiéu cdu gilta mot s6 thube khang viém khong steroid
(NSAIDs) (tc ché COX-1 va thude e ché chon loc COX-2 c6 thé co y nghia 1am sang &
nhimg bénh nhan c¢é nguy co bi phan tmg thuyén tic-huyét khdi. Cac thude tre ché chon loc
COX-2 lam giam su hinh thanh prostacyclin toan than (co thé & noi md) ma khéng anh
huong dén thromboxane cia tiéu cau.

Celecoxib la mét diaryl-substituted pyrazole, vé miat hoa hoc gibng voi cac sulfonamide
khong arylamine khac (vi du thiazide, furosemide) nhung khac véi sulfonamide arylamine (vi
du sulfamethoxizole va cic khang sinh sulfonamide khac).

CAC PAC TINH DUQC PONG HOC
Hdp thu

Celecoxib dwoc hép thu tét,, dat nong do dinh trong huyét twong sau khoang 2-3 gir. Dung
vl thire an (bira dn gidu chat béo) lam chdm sy hap thu khoang 1 gid.

Chuyén héa

Celecoxib duoge chuyén héa & gan do su hydroxyl héa, oxy hoa va mot it glucuronide hoa. Su
chuyén hoa phase I chu yéu duoc xic tac boi CYP2C9. Cé tinh da hinh di truyén & enzyme
nay. Dudi 1% nhom dbi tuong nghién ciru 1a nhing nguoi chuyén hoa kém va c6 enzyme
giam hoat tinh, Nong dd celecoxib trong huyét tuong c6 thé tang lén 16 rét & nhiing bénh
nhan nay. Can than trong khi diéu tri cho nhitng bénh nhan da biét 1a nhitng ngudi chuyén
hoa kém CYP2C9.

Thai trir

Celecoxib dugce thai trir chi yéu do sy chuyén hoéa. Dudi 1% lidu ding duge dao thai qua
nuée tiéu ¢ dang khéng ddi. D6 bién thién gitta cac bénh nhan vé su hép thu celecoxib
khodng 10 lan. Celecoxib cho lhé‘iy duge dong hoe khéng phu thude lidu va thoi gian trong
pham vi lidu diéu tri. Su gén két vai protein huyét twong khoang 97% & néng do diéu tri
trong huyét tuong va hoat chét nay khéng gin két uu tién véi hong cau. Thoi gian ban thai tir
8-12 gior. Nong d6 trong huvet twong & trang thai 6 6n dinh dat duoc trong vong 5 ngay diéu tri.

Hoat tinh duge ly thude vé hoat chét gbc. Cac chat chuyen héa chinh duge tim I_ha.y_Lroug,
tudn hoan khéng c6 hoat tinh cia COX-1 hodc COX-2 ¢6 thé phat hién dugc. n\._
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HAN DUNG

24 thang ké tir ngay san xuét.

PIEU KIEN BAO QUAN
Bao quan ¢ nhiét d¢ dudi 30°C.

NHA SAN XUAT

Lek Pharmaceuticeal, d.d.
Verovikova 57

1526 Ljubljana,
Slovenia

Dé xa tam tay va tam nhin ciia tré em.

Xin doc ky to huéng din sir dung triée khi ding.
Néu ban cé thdc mdc thém vé viée siv dung thudc nay, xin héi bdc si hodc duworc si.

T hwéng din siv dung da dwge duyéi lan cuéi‘ygemg‘ 24 thang i1 nam 2010




