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Ry Thudc ndy chi ding thee don thude

CADICELOX 200

Vién nang ciing celecoxib 200mg
Dé xa tim tay tré em
Doc ki hwdng din siv dung trude khi ding

Tha
Mdi vié g chira:
Hoat chat: Celecoxib 200mg

Te diegre: Lactose, Tinh bt ngd, Polyvinyl pyrrolidon PVP K30, Natri starch glycolat, Natri Jaury! sulfit,
Magnesi stearat.
Phiin loai
Thute khing viém khéng steroid ire ché chon loe COX-2
Chi dinh
CADICELOX 200 duge chi dinh trong cée trudmg hop:
- Didu tri tri¢u chimg thoai hoa khép, viém khop dang thip va cie bénh viem xuong khop o ngudi Lém,
viém cdt sdng dinh khép.

Liéu lwgmg v cich ding
Do nguy co dnh hudng trén tim mach ting theo thivi gian va li¢u lugng sir dung, nén sir dung thude vai lidu

“tap nhit va trong thoi gian ngan nhit ¢6 thé. :
- Thodi héa khop: Lidu duy nhit 200 mg/ngdy hofic 100 mg x 2 lin/ngay. L
- Viém khop dang thiip: 100-200 mg % 2 lin/ngdy., y
- Viém cjt song dinh khép: 200 mg/ngay hoje 100 mg x 2 lan/ngay. -
Boi trong dic biét:
- Npwdi cao wdi (> 63 luul}

Liéu bat diu 200 mg mi ngdy, Néu cin tang lén 200 me ngdy hai lin. Cin thin trong diic biét & ngwdi lém
1wHi cb cin ndng dudi 50 ke,
= Tré em
Celecoxib khong duge chi dinh ding cho ré em. /
= Ngudi CYP2C9 chuyen hda kém /
Bénh nhanchuyen héa CYP2CY kém nén dung liéu  hurgmg celecoxib mit cdeh thian trong vi nguy co tic dung\
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khéng mong mudn s& ting lén, C6 thé gidm lidu xudng con m@t nira lidu duge [-.hu)f:.n eiio thip nhat,

- Suy pan

Nén giam mdt nira liéu didu trj khuyén céo & nhimg bénh nhin suy gan duge xdc d;}r albumin huyét thanh
25-35 g /1. Han ché sir dung & bénh nhin xo gan.

- Suy thin

ihin trong khi sir dung celecoxib & nhﬁ'nl_. beénh nhiin suy thin nhe hodc trung hinh.

Hode ding theo ¢hi dan cia thiy thude.

Cach dimg:

Dun;_. duémg ubng. Udng trong khi #n hay sau bira an, D6i véi bnh nhin kho nudt vién nang, ¢6 thé lam sach
vién, sau d6 thém celecoxib vio nude sot tdo, chio, sira chua hodc chudi nghién, Udng thém 240ml nude dé
thude hip thu ti da.

Chung chi dinh

- Qua min véi celecoxib. Tién sir dj img véi cde sulfonamid. Bénh nhan bj hen, mé day hofc di ¢mg khi ding
aspirin hodc cde NSAID khie,

- Bénh nhin viém rudt (bénh Crohn, viém loét dai tring),

- Bénh nhin suy tim ndng.

- Bénh nhén suy gan ning, suy thin ning (Cle, dudi 30ml/phir).

- Phu nir ¢4 thai, phu nir ¢6 thé mang thai ma khng dimg bién phdp trinh thai hiéu qua, phy nir cho con b,
loét da day ta trang hode dudmg tiéu hoa.

Canh bdo via thiin trong:

- Nauivi c6 ucm str loét da déy 14 riing, hodic xuat huyét tiéu héa (mde di thude khing pay tai bién dirdmg tidu
hia do fre «:'hc chon loe COX-2).

- Niguir ¢6 tién sir hen, dj img véi aspirin hofic véi thude ching viem khing steroid khac vi ¢6 thé gdy sée
phén vé.
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- Ngurdi cao tudi, suy nhuge vi thudng chite néng gan-thin suy giam do tudi tac. Ngwudi bj pht, gitr nude (nhur
suy tim, thin) vi thube giy i dich, Jam bénh ndng thém.

- Cén thin trong ding liéu cao va kéo dii (400 — 800 me/ngiy) vi cb thé cd nguy co bién chimg tim mach
{nhdi mdu co tim, thidu mdu co tim cyc bd).

- Lactose: Khuyén cdo bénh nhan cé rdi loan di trayén hiém gip v& dung nap galaclose, chimg thiéu hyt
lactat Lapp. Hoic roi loan hilp thu glucose-galactose khong nén sir dung thude nay.

- Nguy co huyét khi tim mach: Cdc thuéc chéng viém khéng steroid (NSAIDs), khdng phii aspirin, dung
dudmg toan than, ¢6 thé 1m ting nguy cor xudt hién bién ¢é huyét khdi tim mach, bao xOm ¢4 nhéi mau co
tim va d5t quy, ¢ thé diin dén ur vong. Nguy co ndy cd thé xuit hién som trong vii lug.n dau diing thude vi
¢6 thé tang lén theo thoi gian dim% thudie. Nguy co huyét khoi tim mach dwge ghi nhin cha yeu o lidu cao.
Béc sT ciin dinh gid dinh ky sw xuit hi¢n cua cde bién c6 tim mach, ngay cé khi bénh nhin khang ¢6 céc tritu
chimg tim mach tnurde d6. Bénh nhén cin duge canh bio vé ¢de rigu chimg cia bién cb tim mach nghiém
trong vit ¢in thiim khim béc s ngay khi xudt hi¢n cée trigu chimg nay.

Dé giam thitu nguy co xuit hién bién cb bit loi, cin sir dung CADICELOX 200 & liéu hing ngay thap nhit
¢6 hi¢u qué trong thisi gian ngin nht ¢6 thé.

Phu nir mang thai vi cho con bi: )
Chgng chi dinh cho phy nit ¢6 thai, khing ding cho phy nir ¢6 the mang thai md khiing diing bién phip trinh

thai hiéu qua, phy nir dang ding celecoxib thi khong cho con bi.

Anh hwimg lén khi nang lii xe vii van hinh miy mée )

Néu thay chong mit, buon ngit, dau dau trong thoi gian ding thude thi khéing nén vin hiinh miy moc thu xe.
.wong tic thude )

- Chuyén hoa cia celecoxib qua trung gian Cytochrom Pyse 2C9 trong gan, Sir dung dang thii celecoxib vai i
ciic thude ¢6 tde dung tre ché enzym ndy ¢6 the inh huimg dén dirge dong hoe cia celecoxib, nén phii thin 4
trong khi ding dong thii vai thude néy.

- Celecoxib cling ¢ ché eytochrom Pyss 2D6. Do d6 ¢6 khi niing womg tie giira celecoxib vii cde thude duge -1
chuyén hoa béi eytochrom Pasp 2D6. 2 , .
- Celecoxib 6 thé lam giam tic dung chong ting huyet dp cia cac thude i ché enzym chuyén angiotensin. =i
- Celecoxib ¢o thé lam giam tée dung ting bai 1iét natri nigu cia furosemid va thiazid & mgt so bénh nhin. A
- Celecoxib ¢d thé lam ting ty 1§ loé dudmg tiéu héa hojie cae bien chimg khde neu dung dong thixi vai -
aspirin hojic voi cdc NSALD khée (ibuprofen, naproxen vV..:) ) el
- Diing ddng thiri celecoxib vi fluconazol ¢6 the dan dén tang ding ke nong dé huyé Mg ciia celecoxib. e
- Lithi: Celecoxib eb the lam giam sy thanh thii thiin ¢ia lithi, diéu niy din dén tang Rong d lithi trong HAR
huyét twong, ean diéu chinh licu cho phit hop khi bit ¢in va ngimg ding celecoxib.
- Celecoxib co thé 1am gia ting tac dung khing déng cla warfarin. T
Tie dung khiing mong muin (ADR) =
M Hécoquan | Rétphébién |  Phdbién | Khing phi bién Hiém Riit hiém
(21/10) 1/100aén | (171,000 dén |(=1/10,000 dén|  (<1/10,000)
<1/10) <1/100) <1/1,000)
Nhiém tring, Viém xoang,
nhidm khuin nhi&m trimg
duomg ho hap
irén, viém hong,
nhiém tring
duomg ticn.
H¢ miu vi bach Thiéu méiu Giam bach Hoai ur'
huyet ciiu, Hiéu cau
Hé mién dich Qua min Sé¢ phitn v¢. phin
(mg qui min’,
H¢ chuyén hoa Tang kali huyét
R&i loan 1am thin Mt ngi Lo ling, trim Réi loan, 4o
cam, mét moi pide’
1H¢ thin kinh trung Chéng mit, @ing| : Mt ki¢m sodt [ Xudt huyét ni sp
uomg truemg lue, dau |RGi loan gidc ngpa, roi loan vi gide |(ké ci xuit huyet
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buon ngi

giy tr vong)®,
viém mang nio
khing do vi
khuin', déng kinh
(ké ¢ lam naing
hom chimg ding
kink)*. mat vi
pide’, mit miu®

Thi gide Thi lyre kém, viém|Chay mau mat*|Tic dong mach
két mac® vong mac’, tdc
tinh mach véng
mac’
Thinh gidc U tai

Hé tim mach Loan nhip tim,  |Loan nhip tim*
danh tréng ngye,
nhip tim nhanh
Hé mau Thuyén tic Viém mach mau’
phéi’, do bimg*
R&i loan ho hip, Viém miii, ho  |Co thit phé quan® |[Viém pha iL/’
ngyre, va td trang P\
Hé tiéu hoa Buén nén’, dau [Tdo bon, viém da |Xudt huyét
bung, ti¢u chay, [day, viém miéng, dudmg tiéu
chimg khé tiéu, [viém duimg tiéu |héa’, loét ta
diy hoi héa (lam nfing  |uring, loét da
hon tinh trang déy, loét thyre
tiéu hoa), U tai quan, viém
thue quin,
viém tuy: viém
dai lrz'm‘!g_‘1
H¢ gan mit Réi loan chire  [Viém gan®  [Suy gan'(ké ca ur
nding gan, ting vong, ¢y ghép
men gan (bao gan), viém gan
gom ting SGOT siéu vi', hoai 1
va SGPT) gan’, rbi loan tao

mat’, vang da’*
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Da, md durdi da Phat ban, ngira |Mé day, hoai ti* [Pha’, rung toc, [Thodi hoa da’,
nhay eim 4nh [Bando da dang’,
sing Hai chimg
Stevens-Johnson®,
phin img thude
Vi bach cdu di
toan va cic trigu
chimg todn thin

(DRESS) ",

Ma xuong, co Hoai ur* Co thit co (chudt Viém dm dao’
rit)

Thén va tiét nigu Tang creatinin  [Suy thin cip’, [Viém md thin
méu, ting uré  |ha natrii mdu®  |két’, hi chimg
mau thin hu', tn

thurong chu thin'

Hé sinh dyc R6i loan kinh

nguyét’
Réi logn chung Bénh gidng nhu [Phi mit, dau 3
cim, phitdich  [nguc’
ngogi vi /
2ilr nudre

{4)- Tén 50 dua trén phan tich & 38102 bénh nhin.
- Nguy co huyét khoi tim mach (xem thém phén canh bdo va than treng).

b

AP N A

Théng bio che bic sf nhitg tdc dung khigug mong mudn gdp phai khi sie dung thude.,

Qui ligu va ciich xir tri ) X )

Trigu ch ﬁ-uF: Ngit lim, ngd lo mo, buon ndn, ndn mira va dau thugng vi, Xuit huyét tidu héa, Hiem khi xay _
ra tang huyét ap, suy thin cap suy ho hap v hén mé. !
Xir tri- Chi dinh didu tri tridu chimg v didu tri hd tro khi ding qud licu. Khong c6 thude,gidi dde dic higu .
d6i voi thube ehéng viém khong steroid. Néu xuat hién cic rigu chimg qud 1iéu‘lruﬁﬁ‘\aé:gg ggiosaukhi | U
ubng ¢6 thé chi dinh cho bénh nhin gy non vishode ding than hoat (60-100g d&i voi ngudi lom, 1-2g/kg doi | -
Vi tré em) vivhoiic st dyng thude x0 tham thiu. =

Biic tinh duge lue hoe

Cor ché tdc dung

“o ché téc dung cita celecoxib la tre ché tong hop prostaglandin chi véu biing cach irc ché cyclooxygenase -
2 (COX-2). 0 nong d6 didu tri trén nguoi, celecoxib khong e ché cyclooxygenase - 1 (COX-1).

COX-2 duoc tao ra nhim ddp (mg vdi tic nhin gy viém. Piéu nay din dén vige ong hop va tich lliy cde
prostanoid gay viém, dic biét 1d prostaglandin E2, gdy viém, phil ne va dau. Celecoxib tac dung nhwr mit chit
khdng viém, giam dau, v ha nhigt do ngdin can qud trinh san xudt cdc prostanoid gdy viém thong qua (e ché
COX-2. Trong cde md hinh u rugt két & domg vit, celecoxib lam giam ty 1¢ v syr tang sinh ctia cée khéi u.
Céc nghién ciru in vivo vi ex vive cho thiy celecoxib ¢ di lue rit thip véi COX — L, Vi viy, ¢ lidu didu i,
celecoxib khong ¢o tic dung trén cic prostanoid duge tong hep do kich hoat COX ~ 1, do do, khing anh
huémg téi cde qud trinh sinh 1§ binh thubng lién quan dén COX - | & mb, dic bigt toi da day, rudt vi ticu
cau.,

D%c tinh duwoe déng hoc

Hap thu: Celecoxib duge hip thu nhanh qua dutmg tiéu hoa, Ubng cling véi thire in ¢6 nhiéu cht béo lim
tang 10-20% dién tich dudi dwdng cong (AUC), nlumg Ham cham thid gian dat néng do dinh trong huyét
twrong khoang 1-2 gi. Néng dd dinh trong huyet twomg ¢ celecoxib dat duge khodng 3 pitrsau 1 lidu uong
Tie déi.

Pitéin bé: Celecoxib phan bé nhibu & cic mé va gin két véi protein huyét twong khoang 97%.

Chuyén héa: Celecoxib chu yéu duge chuyén hoa trong gan thinh cde chat chuyén hoa khong ¢d hoat tinh
boi isoenzym CYPgg 2C9.

Prang 415
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Thii irie: Celecoxib dugc thai trir chu yéu boi chuyén héa & gan, thir nghiém qua dudmg udng vdi liéu don ¢o
danh dau d{mg, vi phéng xa, khoang 57% liéu dung duge thai trir qua phan 27% thai trlr qua nude tiéu va
dudi 3% lidu duge thai trir khong tha}f d6i. Thoi gian ban thai 1a 11 gid, hé s& thanh thai trong huyét tuong
khoang 500 ml/phit doi véi ngudi cé chire ning gan, thin binh thudng.
Dang trinh bay _
Hop 3 vi x 10 vién nang cimg.
Hop 10 vi x 10 vién nang cimg.
Chai 200 vién nang cimg.
Tiéu chuin
Tiéu chuan co so.
Han ding ‘
36 thang ké tir ngay san xuat.
Bio quin
Noi kho thodng, tranh dnh sang, nhiét d dudi 30°C.
Nhi sin xuit
CONG TY CO PHAN US PHARMA USA
Pia chi : L6 Bl- 10, Duomg D2, KCN Tay Bic Cu Cln TP.H6 Chi Minh
Moi thiic mic va théng tin chi tiét, xin lién hé vé 56 dién thogi 028 37908 — 028 37908861,
Fax: 028 37908856




