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CELECOXIB

DE THUGC XA TAM TAY TAE EM
DOC KY HUONG DAN U/ DUNG TRUGG KHI DUNG,

THONG BAO NGAY CHO BAC 8Y HOAC DUQC 8Y NHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI 81T DUNG THUOC
THUBC NAY GHI DUNG THEO BON GUA BAC 5Y.

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC 8¢

THANH PHAN CONG THUC THUSC 1 vibn nang oting
Thanh phén hoat chdlt: Celecoxib J Gtk 200mg
Thanh phén 14 duge: Granulac 200 (Lactose monohydrate), Texapon® OC-P (Sodium
lauryl sulfate), PVP Povidone K30 Premium (Povidon K30), Vivasol® GF (Croscarmellose
sodium), Magnesi stearal..... ................ LovUad0 ] Ve nEng cling
DANG BAO CHE: vién nang ciing
MO TA SAN PHAM: Vign nang cung, nang 86 1, ndp va than nang mau tring, o6 vong vang,
bén trong chua bt thude mau trdng dén tring nga.
CHIBINH:
Bidutritrigu ching ca thodl hda khdp (OA) va viem khdp dang thap (RA).
Gldm nhe cac déu hibu va tridu ching cia viem cot s6ng dinh khdp

Diéu trj ngén han dau clp tinh & ngudi 16n, bao gém dau do phiu thuft, chin thuong mo
mém, covan,

Biéu tr| dau byng kinh nguyén phat.

CACH DUNG VA LIEU DUNG:

Vién nang celecoxib vai liu ding dén 200 mg x 2 In/ngay cé thé dung clng thie n holc
khéng

Do céc nguy co trén tim mach cha celecoxib co thé tang theo li6u va thol gian dang thutc,
nén dung liéu th&p nhét trong thai gian ngAn nhéit 6 thé.

Ngudiién:

Didu tr] trigu chuing trong thodi héa khdp: 200 mg/ ngay
Didu trf tridu chuing trong viem kndp dang thap: 200 mg x 2 1ningdy
Viem cot sdng dinh khop: 200 mg/ ngay. Mot 86 bénh nhan 6 thé 16t hon néu diing t8ng liéu
mdingay 400 mg.
Didu trf ngdn han dau c8p tinh, diéu trj dau bung kinh nguyén phat khi déu 400 mg, ding liép
theo mot lidu 200 mg néu cén trong ngay dutién, Trong cée ngay tiép theo, lidu khuyén cao
14200 mg x 2 Idn/ngay néu cn.
Nhiing nguoi chuyén hda kém qua CYP2C9: Nhilng bénh nhan dé bist hodc nghl ngd chuyén
hoa kém qua CYP2C9 dya trén tién sikinh nghidm vél cac co chét khdc cda CYP20 khido
cén than trong khi ding celecoxib, BAt ddu difu tr| vol 16y béng e iéu khuyén ngh| thdp
nhat.

Ngudi cao tudl: Nhin chung khdng phai diéu chinh liéu. Tuy nhién, voi cde bénh nhan cao tudl
©6can nang dudi 50kg, nén bit ddu didu tr voi li6u khuyn cao thilp nhét

Suy gan: Khong cén chinh liéu vai cac bénh nhan suy gan nhe (Child-Pugh nhom A). Dung
celecoxib theo nira liéu khuy@n nghj cho cac bgnh nhan viem khap holio bl dau trong suy gan
vua (Child-Pugh nhém B). Chua c6 cdc nghién cuu trén cac bnh nhan suy gan nang (Child-
Pugh nhom C)

Suy than: khong cén chinh liéu vai cac bénh nhan suy thin vira va nhe. Chua cé cac nghlén
cUu lam sang trén céc bénh nhan suy than niing

Tré em: dang bao ché nay khong thich hgp dung cho tré em dudi 18 tubi,

Dung két hgp vai fl ol nén dung cel vol nifa lidu khuy&n nghj trén nhing bénh
nhan dang diéu tr| véi fluconazol, mdt chét uc ché CYP2CO, CAn than trong khi dang két hgp
celecoxib vdicac chét tc chd CYP2CA.

Khong cé yéu clu dac biét vé xir ly thube sau khi sif dyng.

CHONG CHI DINH:

Quéa man véi celecoxib, sulfonamid hodc bt ky thanh phén nao cla thubc

Tién sl hen, may day, viém mi clp, polyp m@i, phi mach mau - thén kinh, 06 céc phin ing
kidu di Ung sau khi dung acid acetylsalicylic (ASA [aspirin]) hbéc cac thubc chéng viém
khong steroid khac (cadc NSAID), bao gém céc thube (e ché dic higu cyclooxygenase - 2
(COX-2) khac.

Loét da day va xust huyét tidu héa

Nguai phiu thuat ghép mach dong mach vanh nhan tao (CABG)

Phuy n{ ¢6 thal, cho con bi, ¢6 khé néng thu thal trif khi dong cée bién phap tranh thal thich
hgp.

Suy gan néng (albumin huyét thanh <25 g/l hoge Child-Pugh = 10)

D4 thanh thai creatinin CrCl <30 mi/min. Vism rudt, Suy tim sung huyét (NYHA 11-1v).

Bénh tim thi6u mau cye bd, bénh ddng mach ngoai bidn va/ hoae bénh mach mau nho
CANHBAO VA THAN TRONG KHIDUNG THUGC:

* Cénh béo ta dugc: Thube cb chua lactose nén bénh nhan mac cée r6i loan di truyén
hiém gép vé dung nap galactose, ching thidu hut lactose Lapp hofc 6l loan hép thu
glucose-galactose khong nén sif dung thuc nay.

- Cdc téc ddng trén tim mach.

Nguy co huyéf khéi tim mach; cac thuc chBing viem khong steroid (NSAIDs), khong phai
aspirin, ding dudng toan than co thé 1am tang nguy cd xulit hidn bién o6 huyét khéi tim mach,
bao gbm ca nh8i méu ca tim va dot quy, ¢6 thé dn dén tirvong. Nouy ca nay ¢6 thé xufit hien
s0m trong val twhn ddu dang thube va co thé 1ang 18n theo thal glan ding thube. Nguy co
huyét kh&i tim mach duge ghl nhan chi y&u &1iéu cao

Bac sl cén dénh gla dinh ky sy xufit hién cla céc bién c6 tim mach, ngay ci khi bénh nhan
khéng ¢6 tribu chang tim mach trude d6. Bonh nhan cln dude canh biao vé cée tridu chiing
ciia bién ¢6 tim mach nghiém trong va cén tham kham béc sT ngay khi xuéit hién cdc triou
ching nay. B giam thiu nguy ca xufit hién bién 8 bt Ig), cln sif dyng celecoxib & lidu
hang ngay th&p nht c6 higu qué trong thi glan ngén nhat 6 thé

Tang huyét 4p Clng nhu 181 ch cae NSAID, celecoxib c6 thé 1am khési phat con tang huy6t dp
hoic lam tinh trang tang huy®t 4p vbn ¢6 nang thém, ¢4 hal ybu 6 nay déu oo th 1am 1hng
biéin c6 tim mach. Nén thin trong khi ding cac NSAID, k6 ¢ celecoxib trén benh nhan tang
huy6t ap. Cén theo do) huyét 4p chat chs khi bt dhu dibu Ir| vdi celecoxib cling nhu lrang
sult thoi gian dibu tr

Udjch va phir Cung gibng nhu céc thube c6 1ac dyng (e ché 18ng hap prostaglandin, phi né
vi U dich da gap trén m§t 56 b&nh nhan dung celecoxib, Do da, ofin theo dol chat ohé bdnh
nhén bi suy tim sung huy@t hofic 1ang huydt ap W trude, Nén diang celecoxib thén trong cho
céac bénh nhan di b 16n thuong chuc niing im, phu holie ¢Ae tinh trang cé khis niing 1d ndn
tréim trong hon do U dich va phi bao gém nhiing ngudl ding thuda Ig) tidu, holc co nguy oo
giém thé tich mau
. Cdc tdc dong trén duong ibu hoa NSAID, bao gém celecoxib c6 thé ghy ra cac tho dyng phy
nghiém trong dudng tiéu hoa (G1) bao gém viem, chily mau, lodt va thing thyc quin, da day,
rubl non, hoic rudt gis, c6 thé ghy 1 vong. Nhiing tde dyng phy nghiém trong nay oo thé xdy
ra biit cU 10c nAo, c6 hodc khbng c6 trigu ching cdnh bao, & nhing bénh nhan duge didu i
bhng celecoxib. Nhing bénh nhain c6 nguy ¢d cao nhéit bao gbm: ngudi cao lwél, benh phin
6 chc bdnh Iy tim mach, bnh nhan dang d.unn aspirin, cdc glucogortioold hoho cdo NSAID
khie, dung thde uBng o6 cbn hoe c6 1ién sit hode b cc bdnh duong Hibu hoa 1dn tridn nhu
Jodt, ce finh trang chy mau holc vidm duong 1i6u hoa

« Cdo (do dong (rén tharr Cao NBAID bao gim celecanit o6 hd gay A eha thdn. Hénh
nhin o6 nguy eenhibm a6o than oao nhtI& NGUAT suy ehia nang han, sy tim, sy ohie
NaNg gan, ngudl oao 1udi, dang dang thude (g 180, do ohd men ohayln (AGE), thido déi
Khng thy ihé anglatensin (1, CAn theo dol oin than nhing bonh nhn nay kil idu ir| bhng

nalacoxib :
Banh ihan idn tridm Chn theo doi chit ché ohde ning thin & benh nhan bl benh thin (én

(idn ding celeooxib

Cdo tde dong trdn gan Chua o6 nghién ouu (rbn cdo bNh nhan suy gan ning (Child-Pugh
nham ) Khang si dung palacoxib (rén ode bdnh nhan suy gan nbng. Celecoxib ohn dugo
w1 dung than trong 1rén Ao banh n‘llln suy 0an via (Child - Pugh nhém B), va nén bt ddu

md! nilalidu khuyén cdo

:lt::x.?al?:;?r?n k?mnu mang mun nghlém trgng Wém ghp rén gan, bao gém viem gan kich
phat (o1 &6 triang hop ady 1 vong), hoal 1 gan va suy gan (mot 86 nidng hop gy 1
vong hodo ofin phai ghép gan) da dugo bao cho vdl celacoxib. Benh nhan c6 cdo Irigu
ohiing vahoao diu hidu oha suy gan hoBo Nguol o6 xat nghigm ohio ning gan bt thutng
oin duge theo doi ohit ohib vé oac dku hiGu phat trién phan tng rén gan irém rpng hon
trong qua trinh didu tr) vl celecoxib

Phin tng phin ve: Cong nhif oao thude NBAID nl ohung, oée phin dng phin vé ds xhy ra
1rén cao banh nhan dang oalecoxib ‘ .
Cdo phan tng nghidm trong (rén da: Gac phn Ung nghiém trong trén da, mot 86 dhn aan 1y
vong, bao gém vism da tr6o vy, hol ohing Steven-Johnean, v hol 1 bidu bl nhim doo,
da dugo bao cdo nhung riit hidm gap trong 80 dung celecoxib, Bonh nhan thidng 66 nguy
o0 cao val ode bifin o6 nay frong gial doan sam ols qud irinh didu irl, odo iniong hop nay khy
ra oh(i yéu trong thang ddu 116n ding thube, ofn ngung dang celecoxib ngay khi xufit hign
mén db da, 16n thuang niem mao, hobs bt ky dau hidu qua mAn nao

St dung déng thdl val thude chdng dong méu dudng udng: Vieo sir dyng adng thal ode
NSAID val thuie ehbng dong mau dudng ubng 1am 1Ang nguy od KUBEhuy 81 va ofn dugo sl
dung than trong. Che thudic ohong dong mau diudng ubing bao gém oo hude tlang
wartarin/coumarin va cde thuic chéing dbng mau didng ubng tha ho mal (vidy aplkaban,
dabigatran va rivaroxaban). Di ¢ bao 040 va truang hop chiay mau nghidm lieng rién oo
hénh nhan dang dung déng thal vol warlarin hole cdo ehAt luang Iy, Irang 06 66 mol sd
(ritng hap Ay 1 vong Do di c6 bao cho vé Wng hal glan prothrombin (INIR), 1o dung
ohbng dong/INR odn duge theo dol & nhitng bénh nhan dung thude chdng dbng dpng
warlarin/coumarin hoho chinh 18u sau khi bt dAu didu tr bAng celacoxib (xem phiin Tudng
1ho vol oo thuto khao va oae dang tong tac khae)

Tdng quan: Vi e dyng gikm viem, calecoxib cé Ihé lam md ede dau higu chiin dodn, vi dy
nhif triéu ching 861 trong chin doan nhidm tring, Can tranh dung déng thal celecoxib val
mét thude NSAID khdng phal aspirin

Ue ché CYP 206: Celacoxib cho thily o6 khi ning ue ohé CYP206 & mie trung binh. D6
val nhiing thube duge ehuy8n hoa béi CYP20D6, c6 thé ofin phal gldm Niéu trong thal glan bt
dAu difu tr| bAng celeoox(b hoae tang 18u khi ngung didu tr| bing celecoxib

SUDYNG CHO PHUN( CO THAI VA CHO CON BU:

« Anh hudng trén khit nang sinh san Dya trén cd ché hoat dong, vige sir dung che NSAID, ké
ch celecoxib o6 thé gay irl holn hole ngan cn sy ryng tring, 16 quan d6n hidn Wgng vo
8inh 06 thé phue hél & motLad phiy i, Nhing phu nl kno thy thal hay dang chia vo sinh, cfn
cén nhic vige nging dung ode NSAID, bao gém ok calocoxib

= Phy nt ed that. Chua co nghién cdu trén phy n( cd thal. MOt 86 nghldn ot trén dong vt
cho thiy ¢é doo tinh trén sinh sAn. Chua oo cde di1 G 1vang duang rén ngudl. Celacoxib,
oling nhu cde thube Ue ché 18ng hop prostaglandin khiic, o6 thé gay vo lyo oo 1 cung v
déng som 6ng dong mach chii, khong nén dung celecoxib vao 3 thang cui cia thal ky. Chl
nén dung celecoxib khi mang thal ndu Igi eh ¢6 thé co A6l val ngudl me vugl Irdl nguy oo
tiém tang déi vai thal nhi, Ue ohd 18ng hop prostaglandin o6 thé gay dnh hudng b gl oho
phu nimang thal. DU liGu W cac nghién cuu dich 16 cho thily nguy oo shy thal 1y phat 1ang
16n sau khi dung cac thudc e ohé 18ng hap prostaglandin trong glal dosn sdm olia thal Ky,
Dung céc thube te ché 18ng hop prostaglandin trén dong vt oho thly nguy od shy thal 1Ang
16n & glal doan trude va sau khi phol lam 16

« Phy nir eho con ba: Nghidn ciu trén chudt cho thy celocoxib duge bl 61 qua s vol
néng do tuong duang vai néng do trong huydi tuong. Trén phy nir cho con bil dung
celocoxib, rt it celecoxib xufit hign trong slia. Vi 6 thé c6 tac dung khdng mong mudn cla
celecoxib rén tré dang bi me, by theo Il ioh cda thudc vl ngual me, ndn chn nhic ngung
thue hay ngung cho con bl

ANHHUONG CUA THUGC LEN KHA NANG LAIXE VA VAN HANH MAY MOC:

Chua c6 bhng chiing vé Anh hudng cda thubo d6n kha néing 4l xe, van hinh may nhung do
0 Ih6 gay tae dung khdng mong mun nhu ehang inat, budn ngd, ndn 161 nht khong ding
celecoxib khi dang tham gia cac hoat ddng nay

TUONG TAC, TUONG KY CUA THUGC:

Téng quan

Celecoxib chi y6u chuyén hoa qua cytocrom PA50 (CYP) 269 tal gan. CAn than trong khi
dung celocoxib trén bonh nhan da biét hotic nghi ngd ehuyén hoa qua CYP2CH kém dya
trén 11én sl vai cae oo ohéit khac cha CYP2CH vinbng db thubc trong huyét tuong ¢6 thé cao
bat thudng do gidm do thanh thal chuyén héa. Nen bit ddu didu tri vai liéu bang mot nita
libu khuyén ngh|

Vige s dyng déng thél celecoxib véi cae chit de chd CYP2CO 6 thé dln adn vido 1ang
néng b celecoxib trong huyét 1ang. Vi vy, cé thé on glam libu celecoxib khi celecoxity
Augo s dyng dbng thoi vél cac chiil de ché CYP2CH

Vibe sl dung celecoxib ddng thai vl cac chit chm tng CYP2CH nhu rifamplein,
carbamazepin va barbitural c6 thé dlin dén vige gidm néng do colacoxib trong huydt tuang,
VI vy, c6 1hé cdn tang li6u celecoxib khi celecoxib duge sil dung déng thal vai cde chil
ohm ung CYP2CH.

Nghién cuu duge dong hoe va nghién cuu in vitro cho thily mic du celecoxib khong phai la
©d chiit nhung n6 6 tde dyng e ché CYP206. Do dé ¢6 thé cd tiang tde In vivo gida
celocoxib vol cdc thudc chuyén hoa bdi CYP2D6.

Vol ede thude cy thd

Tuang tdc gida celecoxib va wartarin hodic cdo thude huong 1.

Lithium: & a61 wigng khde manh, néng do lithium trong huyét tang tang khoAng 17% khi
dung adng ihal lithium va celecoxib. Cin theo doi chdt chd banh nhan dang didu tr| bng
lithium khi dang celecoxib hose ngung dang elecoxib.

:::"’" Galocoxib khong dnh hting dén the dong kiang U6 oy cla aspirin 116 thap, Vi

0 €6 tac dong rdn i cAu, celacoxib khong phll ik ohal thay tha cho aspirin tong didy

tridu phong bdnh tim mach.

CM. thude chdng tang huydt dp bao 06m cde chdt de chd men chuydn anglotensin (ACEI),
ehat dai Khdng angiotensin It (con duvo goi la thude chen thy thé angiotensin, ARB), cde
ﬂ:uﬁc Igi tidu vt cdo thude chen beta Vige de ohé prostaglandin oo thé lam glam tae dyng
©0A 6Ac thubo ah6ng 18ng huydt ap bao gém ACE vivhodlo ARB, thudc g1 t6u va thude
ehen beta, odn Iuu y \wang 1ac ndy khi ding déng théi celecoxib val ACE va/holic ARB,
hude gl tidu va thube ohen beta

:::' "f" bénh "“"““ 000 ), b gidm thé dich (bao gém ci nhiing ngual dang dung thude lgi
18u) hodo bl 16n thuang ohie nang than, vigo ding ddng thai thude NSAID, bao gém thude
e ohé chon loc COX-2, vol thuBo o ch men chuydn anglotensin, cdo chit ddi khing
anglotensin I hode thude igi 1du o6 thd dan dén 16n hal chie nang than bao gém auy thin
eliptinh, Cdo tdo dyng nay ihuang o6 thé phyc héi. Vivay, clin thin trong khi st dyng déng
thal nhang thube nay. Cén cho bdnh nhan uéng nude ddy di va vé mat Iam sang odn theo
dbi, danh gl chuc ning than khi bt ddu didu trik@thgp va ddnh gid theo dinh ky sau do




K&l qua til nghién cuu lisinoprit Trong mét nghién ciu lm sang kéo dai 28 & bénh
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- Ketoconazol, mét cht dc ché CYP3A4, b tc e ché héa
celecoxib dang ké trén lam sang. — e e

va metoprolot St dyng abng thi celecoxib 200mg hai lin m3i ngay dln

RO logn oo xuung vi md lidn két
Thudng gip Bau lung
Pau khdp, viém khap. réi logn xetmg. dau oo, cing of. vidm msdag hogt
hgp dich, viém gin. chudt nit & chia
Réi logn thin va h¢ 1€t nidu
Albumin nidu, kb odu. tidu mdu. sdi idn, tife thing wr chi

lugap
Hi€m gip Suy thin cip, gim natn rady
Rit hiém gdp | Viem thin ké. hor chilng thin g vide cu thin sang thmg w1 tidy

Roi logn b thing sinh sig vd tuyén vi
U xof vil, dau ik, dau buag kinh, rdi loan kinh aguy¢e. xudt huydt dm dao,
viem dm dgo. 18 koan uven tdn it

Tt gidp

Chus xic &nh | RO\ loan khd ning sinh sin 3 off gxdi (béah suy gidm ks ning sinh sin &
R ol gidi}

R&i loan todn thin va Lai chd

Thaing gdp Phi ngoai bidm, chiln thuting

I gap Pha mat, benh gid com. dau ngek. suy nhaic, phil 1odn thiln, mét mdi, s&.
Tén thuung, nhifm doc vi tinh trang do thi thadt gdy ra

6n vic tang f&n lugt 2.6 1&in va 1.5 i ndng 80 va metoproiol trong

T gap | Téa thumg

huyét tuong (co chét clia CYP2D). Vide tang lén nay la do sy e ché coa #nsy

chuyén héa cd chét clia CYP2D6 qua CYP2D6. Vi vay. oo thé cén gidm iéu igng ciia cac

mwmwimacvmwmmwnmmwmwmw

diéu tri biing celecoxib.

Thubc Igi tiéu: Cac nghién ciu tam sang cho thily rén mdt s& bénh nhan, NSAID c6 th lam

gi&m thc dyng 1ang théi natr qua nudc tiéu cia furosemid va thiazid bing cach Jc chi 1éng

hop prostagiandin

Methotrexat. Khting quan sét thify tuong tac dudc 80ng hoc néo trong nghin cuu lm sang

giJa celecoxib va methotrexat.

Céc thubc tranh thai dudng ubng: Trong mdt nghién cilu tuong tac, celecoxib khing o6 tic

4dng 10 rang trén 1am sang v6i dudc 3dng hoc clia thubc irdnh thai dudng ubng loai két hap

(1mg norethindrone/0,035mg ethinyl estradiol)

Céc thubc khéc: Chua c6 bao c4o tuong thc quan rong nao vé mat lam sang gida

v& thubic khang acid (nhdm v& mag glib (glydunid), phenytoin

hojc tolbutamid

E:&mmcaww‘ cdu vé tinh tuong ky clia thulic, khbng trdn ilin thubc ndly voi céc
Kkhéc.

TAC DUNG KHONG MONG MUGN:

Céc tin sufit dugc phan loal nhu sau: rit thudng plip (< 1/10), thudng glp (< 1/100 aén

<1/10), 1 g&p (< 1/1000 0én <1/100), hiém g&p (< 1/10 000 88n <171000), riit hiém glp

{<1/10000), khodng rd thn sulit.

Huding ddin céch x 1 ADR
Khi giip cAc tac dung khiing mong mudn, NgUng thudc v thdng bao ngay cho bac si hade

duge si

QUA LIEU VA CACH XU TRI AR Ol
Trigu ching: Qué Wu cac thubc ching viém khdng s Yy . '
budn ndn, ndn, vi dau ving hugng vi: cAc biu hidn nty hudng phyc hdi voi vide didu tri hd
trg. Cing xdty ra chity mau dudng bdu hod. Gac bidu hidn xdy ra him hon K 1ang huy#t 4p.
Suy thitn cdip, c ché h hip vi hon mé. Phin Ung phiin v di duce bao céo khi dung qud iy
NSAIDs

Cach xa trt Dibu i qua iéu thudc chdng vidm khdng steroid bao g8m @iéu tri ngu chung:
Khong b thudc gidi Adc diic hidu. Trong 4 gi0 ddu sau dung qua iéu. kdu phdp ody Ndn
vivhodic cho than hoat (60 - 100 g cho ngudt In, holic 1 - 2 g/kg cho tré em). vivhoie mdt
thudc tdy thém thiu o6 thé o8 ich 851 vai nhing ngudi banh Al 0 bidu hidn bdnh ly hode di
udng MOt RIFNG hudc qud 1N, ST dung cac bidn phip dai hidu cudng bic, kidm hda nude
16y, thdm tach mau, holic truylin mau o6 thé khing 08 hidu qud iopi bd ugng idn celecaxib
khdi cothé

PAC TINH DUDC LUC HOC

M ATC. MOTAHO1. Nhom dugc ly. Thudc ching viém khang steroid, Ut chi chon log COX-2.
Celecoxib la mdt thuSc ching vidm khing steroid. Uc chdl chen loe cycloaxygenase-2 (COX-
2), 00 céc thc dyng chiing vidm, gidm dau, ha st Co chél tdc dyng cla celecoxib dugc col
Uc ché sy ¥ng hop prostaglandin. chl yéu thdng qua the dung Uc chd isoenzym
cyciooxygenase-2 (COX-2), ddn d8n lam gidm sy tao thanh céc prostaglandin. Khac vai
phdn 1n cac thudc chiing vidm khdng steroid o6 rudc dly, celecoxid khdng Uc chd
isoenzym cyciooxygenase-1 {COX-1) vdi céc ndng 30 didu tri & ngudl. Do khdng Uo ché
COX-1 nén celecoxib i o8 nguy cd gy CAC tac dung phy (v dy xuilit huydt, viém loét da ddy,
kéo dai thdi gian chily mau). nhung ¢t thé gy cac tc dyng phy & thin tuang W nhu céc
thulic ching vidm khdng steroid khic. Celecoxib o6 thé lam ting nguy ¢0 huyd! khdl mach
miu & mdt 88 bénh nhan vi thusc Jc chi 18ng hap prostagiandin (mdt chilt khang huydt khéi)
vé khadng tc ddng 8én thromboxan A2 (mdt chit 38 gdy huyit khdi). Ngodi ra. celecoxib odn
©6 thé nghn chin 1Ang sinh 1 bao ung thy dai trang va lam gidm kich thudc polyp dai iy

trang

BAC TINH DUGC DONG HOC

Hép thy: Khi dung lic 861 celecoxid dd dang duoc hiip thu va dat ndng 80 dinh trong huyét
tuong sau khodng 2-3 gid. Sinh khi dyng duding udng dang vién nang th $9%. Khi dugc dung
e 34, ck ndng 4 dinh trong huyst tuong (Cmax) vi didn tich dudi dudng cong (AUC) déu ty
18 v8i iéu cho 68n 200 mg, 2 iin/ngay; & kbu cac hon, ty ¥ ting huong Ung cia Cmax va AUC

Phdn b Ty & gén kit vdi protein huy$t tuong khodng §7% va celecoxib khdng wu tidn gén

Chuyén héa Celecoxid duge chuyén héa chil yéu qua cytocrom P450 2C9. Hoat tinh cla
cy P450 2C9 gidm & ngudi co da hinh di truydén va didu nay din dén gidm hoat tinh

Ttgap | Nhin ma, viem két mac. dau miit, dyc thily unh thé, glavcom
ROl loan tai vk mé 830

Cd quan | Tic dung khing mong mubn
Nhifm tring, nhilm k§ sinh triing
Viém phé quin, viém x ahidm khudn hd hilp rén, nhdm
Thumg ghe md«‘ﬁnﬁmnw s -
Viém hong, viem mili, herpes simplex, herpes zoster, nhidm afm, shidm
Tuogip khulln md mém. nhifm virus, nhifm dan blo, viém tai githe, viem md o
bao, vi¢m hing quang. nhidm tring dubng nfu
Hi€m gip Hach ngoai bidn, vitm miing no vb khufn
RO1 logn méu vi be bych huyét
ftesp Thidu méu
Hi€ém gap Gidm véu chu
Chuta 1o Mt bach ciu hat, thi€u miu hiit sin, gidm bach clu
R& logn h¢ miln dich
[ lQu.imln
Rithiém gip | Phin ing phin v¢
R&\ logn chuyén héa vk dinh dudng thio hon
Tt gip [ i théo dudng. ting cholesterol miu, ting dubing buyét ha kali més
R&i logn tim thin vdihdng chu
Thwong gip Mit ngd
It gdp Lo ling, chén &n. thng thém n, trdm cim, hii hip. budn ngé
Hiém gip Trang thii 16 Wn. do gidc
Réi logn h¢ thiin kinh
Thudng glp Chéng mit, dau diu
It gap Tiing ruking e od, dav pits diu. bénh 1y thin kinh, di cim, chitng khé doc
Hiém gip M§t difu hda, d0ng kinh. tai bifn mach méu ndo
R&t hiém gip Xuft huy& ndo, mil vi gisc, mit khitu gisc
RO logn thi gidc s

enzym, vi dy ngudi 38ng hap 1 vdi da hinh CYP2CH"S

Bénh nhan da biit hodic nghi ngd c6 chuydn héa CYP2C9 kém dya trén tién sikkinh nghidm
vdi cac oo chiit khac cla CYP2C9 nén thin trong khi dung celecoxib. N&n xem xét vide bt
déu diduy tri voi mYt ndia hdu 98 nghi thlp nhilt

Théi tnl: Celecoxid thdi tndl ¢hi) yéu do chuyén hoa qua gan vl dudi 1% lidu dung duge bai
tiét nguy#n dang qua nudc iéu. Sau khi ding da kéu, thdi gian ban thiii a B-12 Qi va tdc 4
thanh thai khodng 500mL/phut. Véi da éu. ndng 8 thudc trong huyét tuomg dat muc &n dinh
trubc ngay thil 5. Biéin thién gilla céc d6i tugng 3 cac hang 88 duge adag hoe (AUC, Crmax,
thoi gian bién thdi) 14 khodng 30%. Thé tich phan b 500 L/70kg & ngudi truding thanh khde
manh cho thily su phin b8 rdng khip clda celecoxib vio cac md. Cac nghidn cu tién lAm
sang 4a xac dinh thubc qua dugc hang rac mau ndo.

* Anh hubng cia thic an: Dung thulc cing thic An (gidu chit béo) lhm chiam sy hip thu cda

R logn hd hip, ngyc va trung thit

Tt gip [0 i, diéc, dau i
Hi€m gap | Giam thinh i
R4i logn tim — —
spirdm dau thit ih ch v
figsp e ar Wime e LIRS 1{a
Hiém gap Suy tim sung huy€t, ngill. rung thm thit
Rdi loan mgch
Thudng ghp | Tang huyét p (bao gém cd ting buy& dp ndng han).
Hi€m gap | Bé mat, viém tic tinh mach.

ib thé hidn qua Tmax dat duoc sau khodng 4 9id v lam sinh khi dyng ting khodng

Duge ddng hoc trén nhing 481 tugng dic bt

Nguii cao tdt O nguadi trdn 65 tudl, gid i trung binh Cmax va AUC cia celecoxib tang 18n
1,5-21én. Diéu nay chi yéu lién quan dén cin niing chu khang do thay d6i vé uditac. Phy nd
18n tudi c6 xu hudng cé ndng do thuc trong huyét tuong cao hon dan dng idn tudl. Néi chung
khdng cn diéu chinh liéu. Tuy nhidn, vai cac bénh nhan Idn tudi cé can ndng dudi trung binh
(< 50kg), nén bt ddu didu trj bAng lidu dé nghi thap nh&L.

: viém xoang, viém dudng hé hip trén
e Em“:lé”;i‘::lmmmmmm:;‘mm; Ching tdc: M3t phan tich 18ng hgp céc nghidn cdu dugc ddng hoc d& dy dodn AUC cla
fegip i mlnc?lm. celecoxib & ngudi da den cao hon khodng 40% so vdi ngudl da trdng. Nguyén nhan va y
— “my!n ab nghia 1am sang cla véin dé nay vln chua duge bist.
:n'::pueu = ¥ Suymélotngmﬁn caumucngh:cannnngd&mmgmm{c;‘w-PmmA)
- - va via (Child-Pugh loai B) d& cho thdy AUC cia celecoxib & trang thai dinh tAng l&n
T er ::Bﬂ b::.m m‘:;mwurnﬁwémﬁyﬁ ey ing 40% v& 180% s v&i ngudi khde manh. Do 49, Iu khuyéin cdo hang ngay cla
frgap quin, vibm i thi, nda i, i loan vé ring, ¢ hot, khd migag, 11 Gelecaxth nan glhen khoding 50% & binh nhin suy gan vl (Ghikd-Pugh los! B). B4nh rikn
- : suy gan néng (Child-Pugh loai C) chua duge nghién clu. Vige sit dung celecoxib &
v Lot t wng, Joét thy quin, aul buyt fiéu hos. tlc rade thing rudt viem | | nnan suy gan nang khong duige khuy c4 bénh
Hiém gip i tring c6 chiy méu, thing thyc quén, viém tyy, hdi tring. i y 0.
R Togm gan mil ;’;”’h”"h",'m“’m“:""““‘*""‘g“’“““ chéo, AUC cla celecoxib thip hon khoding 40% &
= : - nh nhan suy than man tinh ( ?Ras-mmlmhtmwvmumm.nmmxu
lanin v than binh
e Mq"““?‘“:é‘ﬁ;?h:ﬂ:.;m .mn:mnsfenu ting aspartat m.::'mgK;:ngﬂmmiymﬁlqumMMnantonﬂaGFvadommMmmxb Bdnh
! ety nhdn suy than nang chua duge nghién cdu, nén khing khuyén cao ding cho
; Vié 561 mit ng cho déi tugng ndy.
Hiém glp = ms-n;iemwmﬂL e e T QUY CACH BONG GOI: Hop 03 vix 10 vién nang cing, Hop 10 vix 10 vien nang cing. Chai
Rifthidm gip m;:sg;.n. 1(20vﬂn2;ngcung.(_:hn|200anmmnh\q.cmsoomn nang ciing
BAO QUAN - HAN DUNG:
RG1 logn da vi md dudi da oy o
: =) 0 quan: Dudi 30°C, nal khé réto, trnh dnh séng.
Thuong gdp___| Neu (bao pdm cd ngia todn thin), phit Han dung : 36 thang ké 1 ngay sdn xudt
May day, bim méu, rung 10<, viém da, nhay cim énh sdng, ndi ban 83, kho s
igap da, ting silc 6. Tiduch :TCCS
Hiém glp Phid mach, rung t6¢ .
Hoi chitng SIevens-Jomhﬁngb;:dl:ng. houi tif bi€u bi nhidm ddc, SigN‘“ﬂ "F"d "
itng do thubc kém theo ting bach chu wn eosin vi cic trigu ching CONG TY COPH
Réit hiém glp g:mfmxﬁss hode hdi chimg qué nedin). ngogi ban myn mi todn thin D 24 Khém R Dlg ;H‘M:HANH HOA
clp tinh (AGEP), viém da rc viy. WHO - GMP udng 2/4, Bong Bac, P. Vinh Hoa, TP. Nha Trang, Tinh Khanh Hoa
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