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Rx: Thudc nay chi ding theo don thude

CENEX Cap. 200mg

Celecoxib 200 mg
Dé xa tim tay tré em
Doc ky hudng din sir dung truce khi ding

Thanh phén ;
Mabi vién nang cing chira: p’”}
Thanh phan hoat chdt: Celecoxib 200 mg

Thanh _phdn_td _dwoc: D-mannitol, natri lauryl sulfat, hydroxypropylcellulose,
crospovidon, magnesi stearat, vo nang.

Dang bao ché: Vién nang cimg

M5 ta: Vién nang mau tring c6 chira bot mau tring hoic mau vang nhat

Chi dinh

- Diéu trj triéu ching cia thoai hoa khop va viém khép dang thép.

- Giam nhe céc ddu hi¢u va triéu chimg ctia viém cot song dinh khép.

- Piéu tri bd trg dé lam giam s6 luong polyp trong liéu phap thong thuong diéu tri bénh
polyp dang tuyén dai- truc trang ¢6 tinh gia dinh.

- Diu trj dau cép, ké ca dau sau phiu thudt nhd ring.

- Didu tri théng kinh nguyén phat.

Liéu ding va cich ding

Liéu ding:

Céc nguy co véi tim mach cuia celecoxib c6 thé tang theo liéu va thoi gian dung thubc,
nén ding liéu thip nhét trong thoi gian ngén nhat ¢6 thé.

- Nguoi lon

* Diéu trj triéu chimg trong thoai héa khép: Lidu dé nghi cia celecoxib la 200 mg mbi
ngay. Liéu cao hon khong hiéu qua hon.

* Diéu tri triu ching trong viém khép dang thip: Lidu dé nghi cuia celecoxib 1a 100 mg
hodc 200 mg, 2 1dn mdi ngay.

» Viém cdt song dinh khép: Liéu dé nghi cua celecoxib la 200 mg, ding liéu don hodc
100 mg, 2 1an mdi ngay. Mot s6 bénh nhan c6 thé dat hiéu qua diéu tri t6t hon néu ding

tong liéu mdi ngdy 400 mg. Néu sau 6 tun khéng ¢6 dép (g, phai chuyén sang thube'

khac. St D
» Polyp dai-true trang: Liéu 400 mg/ln, ngay ubng 2 lan. (Pd an toan hiéu qua khi-'dﬁng
trén 6 thang chua dugc ngién ciru)

* Dau cdp tinh, dau bung kinh nguyén phat (théng kinh): Liéu d& nghi khéi ddu cta
celecoxib la 400 mg, ding tiép theo lidu 200 mg néu cin trong ngay dau tién. Trong cac
ngay tiép theo, lidu dé nghi 1a 200 mg, 2 14n mdi ngay khi cin.

* Suy gan: Khong dung cho ngudi suy gan ning. Doi véi suy gan vira, khuyén cdo bat
dau diéu trj véi lidu bang % liu thap nhat dé nghi.
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+ Suy than: Chua c6 nghién ciru va khong khuyén céo diing cho ngudi suy thin. Néu can thiét

phai diing celecoxib cho ngudi suy than ning, phai gidm sat can thin chirc nang than. Chua c6

khuyén cdo dic biét nao cho ngudi suy thdn man.

- Ngudi cao tudi: Trén 65 tudi, nhin chung khong phai diéu chinh li¢u. Tuy nhién, vi cic

bénh nhan cao tudi co can ning dudi 50kg, nén bit dau didu trj véi liéu d& nghi thip nhét.

Cdch ding:

Ding lidu thép nhét c6 hiéu qué trong thoi gian ngén nhat pht hop véi muc dich didu tri. Nudt

ci nang thubc v6i nude. Vai lidu dung dén 200 mg, 2 lan/ngdy c6 thé dung ciing thic dn hojc

khong. Véi lidu cao hon (400 mg, ngy 2 14n) phai udng cung thirc an.

+ V&i bénh nhan kho nudt vién nang, co thé cho lugng thudc trong vién vdo sinh t6 téo, chéo,

sita chua hodic chudi nghién nat dé uéng cung. Khi d6, phai cho toan b3 lugng thube vao

khoang mot thia nhé nude sinh td t4o, chdo, sita chua hoiic chudi nghién nat ¢ nhiét do phong

va phai udng ngay v&i nude. Khong duge bao quan trong td lanh lugng thudc da tron véi

chudi nghién nat va phai udng ngay.

+ Suy gan: Khong cin diéu chinh lidu trén bénh nhin suy gan nhe (Child-Pugh nhom A).

Dung celecoxib theo liéu bing mot nira licu khuyén c4o cho cac bénh nhén viém khép hodc bi

dau trong suy gan vira (Child-Pugh nhom B).

+ Suy than: Khéng can chinh liéu voi cdc bénh nhéan suy than vira va nhe. Chua co6 cédc nghién

clru 1am sang trén cac bénh nhan suy thin ning. ,

Chéng chi dinh O

Celecoxib chdng chi dinh déi véi: B

- Bénh nhén c6 tién sir qua min véi celecoxib hoge bét ky thanh phén nao cua thude.

« Bénh nhén c6 tién sir qua man voi sulfonamid.

« Suy gan nang (albumin huyét tuong dudi 25 g/l hodc diém Child-Pugh > 10)

« Suy tim sung huyét d¢ II- IV theo phan loai NYHA.

« Bénh viém rudt (bénh Crohn, viém loét ndai trang)

« Cac bénh nhan c6é tién sir hen, mé day hodc c6 cdc phan img kiéu di img sau khi dung

acetylsalicylic acid (ASA [aspirin]) hodc cic thudc chéng viém khéng steroid khac (cdc

NSAID), bao gdm céc thude Gc ché dac higu cyclooxygenase-2 (COX-2) khéc.

» Diéu tri dau trong phau thuét ghép mach dong mach vanh nhan tao.

Canh bdo va than trong khi dung thube

Can théan trong dung celecoxib cho ngudi ¢6 tién st loét da day ta tring, hodc chay mau

dudng tidu hod. mic di thube duge coi la khong gy tai bién dudng tiéu héa do Gc che chon

loc COX-2.

Cén than trong dung celecoxib cho ngudi cé tién sir hen, di tmg khi ding aspirin hoic mot

thube chéng viém khéng steroid vi c6 thé xay ra soc phan vé.

Cén than trong dung celecoxib cho ngudi cao tudi, suy nhuge vi dé giy chay mau dudng tiéu

héa va thudng chirc néng than b suy gidm do tudi.

Celecoxib ¢d thé gay dgc cho thén, nhét la khi duy tri luu lugng méu qua thén phai can dén

prostaglandin than hd trg. Ngudi cé nguy co cao gdm c6 ngudi suy tim, suy than hodc suy

gan. Cén rit than trong dung celecoxib cho nhiing ngudi bénh nay.

Cén thén trong dung celecoxib cho ngudi bi phu, gitt nuéce (nhw suy tim, thdn) vi thubc gy I
Al N
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dich, 1am bénh ning Ién.

Cin thin trong khi diing celecoxib cho ngudi bi mat nuéc ngodi té bao (do ding thube loi tiéu
manh). Can phai didu tri tinh trang mit nu6c trude khi ding celecoxib.

Vi chua rd celecoxib ¢é lam giam nguy co ung thu dai - truc trang li€én quan dén bénh polyp
dang tuyén dai - truc trang ¢ tinh chét gia dinh hay khong, cho nén vin phai tiép tuc cham
séc bénh nay nhu thuong 18, ngha la phai theo ddi ndi soi, cdt bo dai - tryc trang dy phong
khi cin. Ngoi ra, cin theo doi nguy co bién chimg tim mach (nhdi mau co tim, thiéu mau co
tim cuc bd). Celecoxib khéng c6 hoat tinh ndi tai khang tiéu cdu va nhu vdy khong bio vé
duoe cAc tai bién do thiéu mau co tim, nhit 13 néu ding li¢u cao kéo dai (400 - 800 mg/ngay).

Nguy co huyét khoi tim mach:

Céc thude chéng viém khong steroid (NSAIDs), khong phai aspirin, diing dudng toan than, cé
thé lam tang nguy co xuéit hién bién cb huyét khdi tim mach, bao gdm ca nhdi mau co tim va
dot quy, c6 thé din dén tir vong. Nguy co nay c6 thé xuat hién sém trong vai tun dau dung
thudc va co thé ting 1én theo thdi gian ding thube. Nguy co huyét khéi tim mach dugc ghi
nhén chu yéu & liéu cao.

Bic si cAn danh gia dinh ky sw xudt hién cta céc bién ¢b tim mach, ngay ca khi bénh nhan
khéng ¢ triéu chiing cta bién b tim mach trude d6. Bénh nhén cin duge canh bio vé triéu
chimg cua bién ¢6 tim mach nghiém trong va cin tham khdm bdc s ngay khi xudt hién cac
triéu ching nay.

Pé giam thiéu nguy co xuét hién bién cd bét lgi, cin sir dung Cenex Cap. 200mg ¢ licu hang
ngay thip nhit c6 hiéu qua trong thoi gian ngén nhét cé thé.

Sir dung thubc cho phy nir c6 thai va cho con bi ?,T

Phu nit ¢6 thai .

Cho t6i nay, chua c6 cdc nghién ciru day dii vé celecoxib & phy nit mang thai. Chi nén ding

celecoxib cho phu nit mang thai khi lgi ich cao hon nguy co ¢ thé xay ra dbi vdi thai.

Khong diing celecoxib & 3 thang cudi cua thai ky, vi cac chit e ché tdng hop prostaglandin

¢6 thé c6 tac dung xéu trén hé tim mach cia thai.

Phu nir cho con bu

Chua biét celecoxib ¢4 duge phan bd vao sita me hay khong. Vi celecoxib cé thé c6 nhiing

tac dung khéng mong mudn nghiém trong & tré nho bu sita me, can can nhic loi/hai hodc

ngimg cho ba, hodc ngirng diing celecoxib.

Anh huéng ciia thube 18n kha niing 1di xe, vin hanh mdy moéc

Thudc c6 thé giy ra phan ting bAt loi 12 mit ngd, chéng mat, nhirc déu nén cén than trong khi
tham gia l4i xe va van hanh may méc.

Twong tac, twong ky ciia thube

Chung: Chuyén hoa cia celecoxib qua trung gian cytochrom P4502C9 trong gan. Sur dung
déng thoi celecoxib véi cc thue c6 tic dung tic ché enzym ndy ¢6 thé anh hudmg dén dugc
dong hoc cua celecoxib, nén phai thdn trong khi dung dbng thoi cc thude nay. Celecoxib
ciing trc ché cytochrom P4502D6. Do d6 ¢6 kha nang tuong tic gitta celecoxib va cac thude
duge chuyén hoa bai P4502D6.

Thude tre ché enzym chuyén angiotensin: Céc thube chong viém khéng steroid ¢6 thé lam
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y dén tuong tac ndy khi ding celecoxib ddng thoi voi cdc thude e ché enzym chuyén
angiotensin.

Thuée loi tiéu: Cac thudc chdéng viém khong steroid co thé lam giam tiac dung tiing bai tiét
natri niéu ctia furosemid va thiazid & mdt s& bénh nhén, c¢6 thé do e ché tong hop
prostaglandin va nguy co suy than c6 thé gia ting.

Aspirin: Midc du ¢ thé dung celecoxib cung véi liéu thip aspirin, vi¢c st dung ddng thoi hai
thudc chong viém khong steroid nay cé thé din dén ting ty 1¢ loét dudng tiéu hoa hodc cic
bién chimg khdc. so véi viéc dung celecoxib riéng r&. Vi khong 6 tdc dung khang tiéu cau,
celecoxib khong phai la chat thay thé aspirin ddi véi viée dy phong bénh tim mach.
Fluconazol: Dimg ddng thdi celecoxib véi fluconazol c6 thé diin dén tang déng ké nong do
huyét tuong cia celecoxib. Tuong téc dwge dgng hoc ndy cé vé do fluconazol e ché
isoenzym P4502C9 c¢6 lién quan véi su chuyén héa celecoxib. Nén bét dau diéu tri celecoxib
véi lidu khuyén ding thip nhit & ngudi bénh dung fluconazol ddng thoi.

Lithi: Celecoxib cé thé lam giam sy thanh thai than cua lithi, diéu nay din dén ting nong do
lithi trong huyét tuong. Can theo ddi chat ché ngudi bénh ding ddng thoi lithi va celecoxib
vé cdc ddu hiéu doc cia lithi va cAn didu chinh lidu cho phu hop khi bdt dau hodc nging
dung celecoxib.

Warfarin: Cac bién ching chiy méu két hgp véi tang thdi gian prothrombin dd xay ra ¢ mot
s6 ngudi bénh (chi yéu ngudi cao tudi) khi dung celecoxib dong thoi véi warfarin. Do dé,
cin theo d&i cdc xét nghiém vé dong méau nhu thdi gian prothrombin, dic bigt trong may
ngdy ddu sau khi bit ddu hogc thay ddi lidu phdp, vi cdc ngudi bénh ndy co nguy co bién
chirng chay madu cao. ’33_7

Téc dung khong mong muén ciia thude !

Ciling nhu cac thudc khdc, CENEX Cap. 200 mg ciing giy tic dung khéng mong mudn
nhung khong phai ddu xay ra & tat ca ngudi bénh dung thude.

Téc dung khéng mong mudn cia celecoxib & liu thudong ding néi chung nhe va c6 lién
quan chil yéu dén dudng tiéu hod. Nhimg tac dung khong mong mudn khién phai ngimg
ding thuéc nhiéu nhit gdm: Khé tiéu, dau bung. Ban nén théng béo cho bac s dé co bién
phép diéu tri phi hop néu cé cac tridu chimg sau:

Thueomg gdp (ti 1é nhiéu hon 1 trong 100 ngueoi va it hon 1 trong 10 ngueci):

Tiéu hod: Dau bung, ia chay, khé tiéu, ddy hoi, budn non.

H6 hép: Viém hong, viém mii, viém xoang, nhi#m khudn dudng hd hap trén.

Hé than kinh trung wong: Mt ngi, chéng mat, nhirc dau.

Da: Ban.

Chung: Pau lung, phii ngoai bién

Hiém gap (1i 1¢ nhiéu hon 1 trong 10000 ngueoi va it hon I trong 1000 nguoi)

Tim mach: Ngat, suy tim sung huyét, rung thit, nghén mach phdi, tai bién mach méu ndo,
hoai thu ngoai bién, viém tinh mach huyét khdi, viém mach.

Tiéu ho4: Téc rudt, thung rudt, chay mau dudng tiéu hod, viém dai trang chay mau, thing
thuc quan, viém tuy, téc rudt.

Gan mat: Bénh séi mét, viém gan, vang da, suy gan.
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Huyét hoc: Giam lugng tidu ciu, mat bach cau hat, thiéu mau khong téi tao, giam toan thé
huyét ciu, giam bach ciu.
Chuyén ho: Giam glucose huyét.
Hé thin kinh trung wong: Mét diéu hoa, hoang tuong tu sat.
Than: Suy than cdp, viém than ke.
Da: Ban do da dang, viém da troc, hgi chung Stevens-Johnson.
Chung: Nhi&m khuén, chét dot ngdt, phan tmg kiéu phan vé, phi mach.
Nzuy co huyét khoi tim mach (xem thém phan Than trong).
Hueomg dan cdach xie tri ADR
Néu c6 biéu hién doc hai than trong khi diéu tri celecoxib, cAn phai ngimg thude, thuong
chitc ning than sé tr& vé mirc trude diéu tri sau khi ngimg diéu trj thude.
Test gan c6 thé tang (gap 3 lan mic binh thudng ¢ gidi han cao). Sy tang nay ¢d thé tién
trién, hodc khong thay ddi hodc chi tam thoi trong mt thoi gian khi tiép tuc diéu tri. Nhung
néu ¢6 biéu hién ning ciia viém gan (vang da, biéu hién suy gan,...) phai ngimg ngay thudc.
No6i chung, khi diing véi liéu théng thuong va ngfin ngay, celecoxib dung nap tot.

Théng bio ngay cho bdc sy hodc dwgc sy nhitng phdn ieng cé hai gdp phai khi s dung

thube
Qua lidu va cdch xir tri D1

-

Qui liéu:
Qué lidu céc thube chéng viém khéng steroid ¢6 thé gdy ngi lim, nga lo mo, budn non, non,
va dau ving thugng vi; cdc biéu hi¢n nay thuémg phuc hdi v6i vige dicu tri nang dd. Ciing xay
ra chay mau dudng tiéu hod. Céc bidu hién xay ra hiém hon la tang huyét 4p, suy than cap, tre
ché ho hép va hén mé. Céc phan tng kiéu phan vé dd dugc thong bdo véi lidu diéu tri cua
thudc chong viém khéng steroid va cé thé xay ra khi qua lidu.

Cdch xw tri:

Pidu trj qud lidu thubc chéng viém khong steroid bao gdm diéu tri trigu chimg va ho tro;
khéng cé thudc giai doc dic hi¢u déi véi thude chdng viém khong steroid. Trong 4 gio dau
sau ding qua liéu, liéu phap gay non va/hodc cho than hoat (60 - 100 g cho nguoi 16n, hoac 1
dén 2 g/kg cho tré em), vihoic mdt thube thy thim thdu 6 thé c6 ich déi voi nhing ngudi
bénh da ¢6 biéu hién bénh 1y hodc da udng mot hrgng thude qud 1on. Khong biét celecoxib ¢o
loai dugc bing thim tich méu hay khong, nhung thude géin vao protein voi ty I¢ cao goi y s
dung céc bin phap bai niéu cudng b, kiém héa nuée tiéu, thim tich mdu, hodc truyén mau
¢6 thé khong cé hiéu qua logi bo lugng 16n celecoxib khoi co thé

Dic tinh dwoge lre hoe

Nhom duoe 19: Thude chéng viém khéng steroid.

Ma ATC: MO1AHO1

Celecoxib 1a mot thube chdng viém khong steroid, (e ché chon loc cyclooxygenase-2 (COX-2),
¢6 cac thc dung didu tri chéng viém, giam dau, ha sét. Co ché tic dung cua celecoxib duge coi la
irc ché sy tong hop prostaglandin, chu yéu théng qua téc dung trc ché isoenzym cyclooxygenase-2
(COX-2), d4n dén lam giam su tao thanh cdc tién chat cia prostaglandin. Khéc véi phén I6n cac
thube chéng viém khong steroid ¢6 trudc day, celecoxib khdng irc ché isoenzym cyclooxygenase
-1 (COX-1) v6i céc ndng d didu trj & nguti. COX-1 1a mgt enzym céu tritc 6 & hau hét cie md,
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bach ciu don nhan to va tiéu cdu. COX-1 tham gia vao tao huyét khéi (nhu thic ddy tidu céu
ngung tip) duy tri hang rédo niém mac bao vé cia da day va chirc nang thén (nhu duy tri tudi mau
than). Do khong (e ché COX-1 nén celecoxib it c6 nguy co gdy céc tac dung phu (thi dy d6i voi
tiéu cAu niém mac da day), nhung c6 thé gdy cac tac dung phu & than tuong tu nhu céc thude
chéng viém khéng steroid khdng chon loc

Dic tinh dwge djng hoc

« Hdp thu: Duge dong hoc clia celecoxib da duge danh gid trén khoang 1500 ngudi. Khi ding
ltic d6i celecoxib d& dang duge hip thu va dat ndng dg dinh trong huyét tvong sau khoang 2-3
gior. Sinh kha dung dudng ubng dang vién nang la 99% so véi dang hén dich (dang udng toi
uu hién c6). Khi duge dung lic d6i, ci ndng do dinh trong huyét twrong (Cmax) va dién tich
dudi dudng cong (AUC) déu ty 18 véi lidu cho dén 200 mg, 2 lan/ngay; & lidu cao hon, ty 1
tang tuong tng cia Cmax va AUC thép hon.

» Phdn bé: Ty 1¢ gin két véi protein huyét twong (ty 1& ndy khong phy thudc ndng do) la
khoang 97% & ndng d§ diéu tri trong huyét tuong va celecoxib khong wu tién gin véi hong
cau.

« Chuyén héa: Celecoxib dugc chuyén hoa chi yéu qua cytocrom P450 2C9. Ba san phim
chuyén héa khong ¢6 téc dung Gc ché COX-1 hogec COX-2 duge nhan dién trong huyét thanh
ngudi 1a alcol bac nhét, acid carboxylic twong tmg va lién hop glucuronid cia né.

Hoat tinh clia cytocrom P450 2C9 giam & ngudi c¢é da hinh di truyén va didu nay din dén
giam hoat tinh enzym, vi du nguai déng hop tir véi da hinh CYP2C9*3.

Bénh nhin da biét hoic nghi ngd ¢6 chuyén héa CYP2C9 kém dua trén tién sir/kinh nghiém
véi cac co chét khdc cia CYP2C9 nén thén trong khi ding celecoxib. Nén xem xét viéc bt
dAu didu tri véi mot nira lidu dé nghi thip nhit (Xem phan Liéu lugng va Céch dung va
Twong tac).

« Thai trie. Celecoxib thai trir chu yéu do chuyén hoa qua gan véi dudi 1% liéu ding duge bai
tiét nguyén dang qua nudc tiéu. Sau khi ding da liéu, thoi gian ban thai la 8-12 git va tbe do
thanh thai khoang 500mL/pht. V&i da liéu, ndng do thude trong huyét trong dat mie 6n dinh
true ngay thir 5. Bién thién gitra céc dbi tuong & céc thong sé duge dong hoe (AUC, Cmay,
thoi gian ban thai) 12 khoang 30%. Thé tich phdn bd & trang thai on dinh trung binh khoan
500 L/70kg & ngudi trudng thanh khée manh cho théy sur phan bd rong khip cla celecox
vao cdc md. Céc nghién clru tién 1am sang di xac dinh thuéc qua dugc hang rao mau nio. '
Quy cich dong goi: ’)\_T

Hép 10 vi x 10 vién nang ciing.

Bio quan: Béo quéan trong bao bi kin, tranh 4nh sang va 4m, nhiét do dudi 30°C.

Han ding: 36 thang ké tir ngay san xuit.

Tiéu chuén chét lwgng: TCCS
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