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T& hwéng din sir dung: Vién nang CETECOCAPELO 100
(R, Thubc ban theo dom)

Thanh phin:
Celecoxib 100 mg
Taduge vd 1 vién (ta dugc: tinh bt ngé, PVP K30, lactose, magnesi stearat, nudc cét)
Diege liec hoc: Celecoxib 1a mot trong nhitng thudc chéng viém khéng steroid, rc ché chon loc
cyclooxygenase-2 (COX-2), ¢6 tc dung diéu trj chéng viém, giam dau, ha sét. Co ché tac dung cia celecoxib
duoc coi 1a e ché tong hop prostaglandin, chii yéu thong qua tac dung trc ché isoenzym cyclooxygenase-2
(COX-2), din dén 1am giam sy tao thanh cic tién chit cia prostaglandin. Khac véi phdn Ién céc thube chéng
viém khong steroid ¢ trude ddy, celecoxib khong irc ché isoenzym cyclooxygenase 1 (COX-1) véi cic ndng
o didu tri & ngudi. COX-1 1a mét enzym chu tric ¢6 hdu hét & cic md, bach ciu don nhén to v tiéu cAu.
COX-1 tham gia vao tao huyet khéi (nhu thic day tiéu cau ngung tdp) duy tri hang rao niém mac bao vé clia da f.of"
day va chirc nang than (nhu duy tri tuéi mau than). Do khong trc ché COX-1 nén celecoxib it c6 nguy co gay
tac dung phu trén dudng tiéu héa nhung c6 thé giy céc tic dung phu & than turong tw nhur cac thude chéng viém
khong steroid khong chon lgc.
Dugc dpng hoc: Hap thu: Celecoxib duge hép thu nhanh chéng qua dudng tiéu héa. Khi udng celecoxib véi
thirc an giu chét béo, thi gian dat ndng do dinh huyét tvong chdm hon khoang 1-2 gid, dién tich dudi dudng #i
cong hap thu (AUC) ting 10-20%. Khi uéng celecoxib véi cac thude trung hoa acid c¢6 chira nhém va magnesi ““q‘
lam giam ndng d¢ huyét tuo‘ng clia celecoxib, gidam 37% Cmax va giam 10% AUC. C6 thé sir dung celecfxi
véi lidu 200 mg 3 lan mdi ngay khéng can luu y dén gio 4n, nhung voi liéu 400 mg 3 1an mdi ngay cn
chung voi thire @n dé 1am tang do hap thu. Nong do dinh trong huyét tuong cua thude thudong dat & 3 gi
khi uéng mét liéu duy nhit 200mg lic d6i va trung binh bing 705 nanogam/ml. Nong d6 thudc & trang thai 6n
dinh trong huyét tuong dat duge trong vong 5 ngay, khong thiy c6 tich lily. O ngudi cao tudi trén 65 tudi, ndng
d6 dinh trong huyét twong va AUC ting 40 va 50% tuong {mg; so vdi ngudi tré, AUC cia celecoxib & trang
théi &n dinh ting 40 hodc 180% & ngudi suy gan nhe hoic vira, tuong (g, va giam 40% & ngudi suy than man
tinh (t6c d6 loc cAu than 35-60 ml/phit) so véi & ngudi binh thuong.
Phén bé: Thé tich phin b & trang thai 6n dinh khoang 400 lit (khoang 7.14 lit/kg), nhu vy thubc phan bd
nhiéu vao mé. O ndng dé diéu tri trong huyét twong, 97% celecoxib gén véi protein huyét tvong.
Chuyén héa: Celecoxib dugc chuyén hoa trong gan thanh cac chit chuyén hoa khéng c6 hoat tinh boi
isoenzym CYP,4502C9.
Thai trir: Nira doi thai trir trong huyét twong cuia celecoxib sau khi ubng 14 11 gio va h¢ s6 thanh thai trong
huyét twong khoang 500 ml/phit. Nira doi thai trir ctia thude kéo dai & ngudi suy than hoic suy gan. Celecoxib
thai trir khoang 27% trong nudc tiéu va 57% trong phén, dudi 3% liéu dugc thai trir khong thay dbi.
Chi dinh:
Diéu trj triéu chimg viém khép dang thip & ngudi Iém.
Didu trj dau cip, k& ca dau sau phiu thuat, nhé ring
Diéu trj théng kinh nguyén phat.
Diéu trj triéu chimg thoai héa khép & ngudi 1ém. -
Diéu tri bd trg dé lam giam sé lugng polyp trong liéu phap thong thudng diéu tri bénh polyp dang tuyén dai-
tryc trang c6 tinh gia dinh.
Cich ding - Liéu ding:
+ Cdch ding:
- Thuéc ubng ngay 1 1an hoiic chia lam hai lan bing nhau, déu c6 tic dung nhw nhau trong diéu trj thodi héa

xwong - khop.
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. Béj voi }viém’k]’]c'rpt dang thip, Pén ding lidu chia 1am hai 1in (200mg/I4n, ngay udng 2 14n), cé thé ubng
khong can chii y dén bira an; lieu cao hon (400mg/l1an, ngay ubng 2 1in) phai udng vao bira an dé cai thién
hap thu.
+ Liéu ding:
- Thodi héa xwomg khép: + Liéu thong thudong: 200 mg/ngay udng mdt 1an hay chia lam 2 lidu bang nhau.
+ Liéu cao hon: 200 mg/ngay (nhu 200mg/1liéu, ngay 2 lan).
- Vién khdp dang thdp 6 nguoi Iom: + Lidu thong thuong: 100-200 mg/lan, ngay udng 2 lan.
+ Liéu cao hon: 400 mg x 2lan/ngay
- Polyp dai - truc trang: 400 mg/lin, ngay udng 2 lan.
- Pau néi chung va thong kinh:
- Liéu thuomg ding & ngudi 16m: 400 mg uéng 1 lan, tiép theo 200 mg néu c?m, trong ngay diu. Dé tiép tuc
giam dau, c6 thé cho thém liéu 200 mg ngay udng 2 lan, néu can.
-Ngudi cao tudi: Trén 65 tudi: Khong cén didu chinh lidu, mic di néng do thudc tan trong huyét tuong. Dbi
v&i ngudi cao tudi 6 trong lugng dudi 50kg, phai ding liéu khuyén céo thip nhét khi diéu tri.
- Suy gan: Chua nghién cinu, khong dung cho nguoi suy gan ning. '\e\
Ckong chi dinh: Suy tim ning. Suy than ndng (h¢ sb thanh thai creatinin <30ml/phat). Suy gan ning. Nguwoi -,
mén cam véi Celecoxib, sulfonamid. Bénh viém ru¢t (bénh Crohn, viém loét ta trang). Tién sir bj hen, may ;
day, hofic cac phan (g kiéu dj ing khéc sau khi dung aspirin hogc cac thudc chdng viém phi steroid khac. 3,

Thin trong:. / 3
- Bénh nhén c6 tién sir viém loét da day ta trang, hodc 1a chay mau dudmg tiéu hoa, mic du thudc duge coi |Ai _-/
gdy tai bién dudng tiéu hoa do irc ché chon loc COX-2. .

- Can thén khi dung Celecoxib cho ngudi c6 tién sir hen, di ng khi ding Aspirin hodc mét s6 thudc chéng

viém khong steroid vi ¢6 thé gy sdc phan vé.

- Cén than dung Celecoxib cho ngudi cao tudi, suy nhugc vi dé gay chay méau dudng tiéu hoa va thuong chirc

niing than bi suy gidm do tudi.

- Celecoxib c6 thé gay doc cho than, nhét 1a khi duy tri luu lugng mau qua thén phai can dén prostaglandin

than hd trg. Do d6 nhitng ngudi bi suy tim, suy than, hoiic suy gan phai luu y khi ding thu6c nay.

- Celecoxib khong ¢6 hoat tinh ndi tai khang tiéu cau va nhu vay khong bao vé dugc céc tai bién do thiéu mau

co tim, nht 12 ding lidu cao kéo dai (400 - 800 mg/ ngay)

- Than trong khi dung Celecoxib cho ngudi bj mét nude ngoai té bao, ngudi bi phi, giff nude. ;
Sir dung cho phu nir cé thai va cho con bi: m
* Thoi ky mang thai: Cho t6i nay chua c6 nghién ciru ddy du vé Celecoxib & phu nir mang thai. Chi nén dung ;;;;‘
thuéc cho phu nir mang thai khi lgi ich cao hon nguy co c6 thé xay ra d6i voi thai. Khong ding Celecoxib ¢ 3- T:N.H.H

THAHH Wi
thang cubi cia thai ki, vi cac cht tc ché prostaglandin c6 thé 6 tic dung xau dén hé tim mach cia thai. DUOC
* Thoi ky cho con bu: Chua biét Celecoxib cé dugc phan bd vio sira me hay khong. Vi ING UONG
Celecoxib ¢6 thé c6 nhiing tdc dung khong mong mudn nghiém trong & tré nho b sira me, W

cin can nhéc loi/hai hodc ngimg cho by, hogc ngimg ding Celecoxib. _—
Tdc dong cia thudc khi ldi xe va van hanh mdy méc: Vi thubc c6 thé gay chong mit va nhirc dau khi ding do

d6 can than trong khi 1ai xe va van hanh may moc.

Tidc djng khong mong mudn cia thubc:

a. Thuomg gdp: ADR >1/100

- Tiéu héa: Pau byng, ia chay, khé tiéu, day hoi, budn non.

- Ho6 hép: Viém hong, viém mili, viém xoang, nhiém khuin dudng hd hép trén.

- Hé than kink trung wong: Mét nga, chéng mét, nhirc diu

- Da: Nbi ban

- Chung: Dau lung, phli ngoai bién.
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b. Hiém gdp: ADR <1/1000

- Tinh mach: Ngat, suy tim sung huyét, rung thét, nghén mach phdi, viém mach, tai bién mach mau no, hoai
thu ngoai bién, viém tinh mach huyét khéi.

- tT:éu héa: Téc rudt, thung rudt, chay méau dudng tiéu hoa, viém dai tring chdy mau, thing thuc quan, viém

Y.

- Gan mit: Bénh sdi mat, viém gan, vang da, suy gan.

. Huyft 1:00: Giam luong tiéu cdu, mit bach ciu hat, thiéu m4u khéng tai tao, giam bach ciu, giam toan thé
huyet cau...

- Chuyén héa: Giam glucose huyét.

- Hé thin kinh trung wong: Mt diéu hoa, hoang tudng. ..

- Thén: Suy thén cép, viém than k&

- Da: Ban do da dang, viém da téc, hdi chimg Stevens-Johnson.

- Chung: Nhiém khuén, phan tmg kiéu phan vé, phi mach.

Twong tdc thudc:

- Sir dung dong thai Celecoxib véi Aspirin hoic cic NSAID khéc (Ibuprofen, naproxen vv...) ¢6 thé lam ting
nguy co loét da day rudt.

- Fluconazol (DIFLUCAN) lam ting ndng d Celecoxib trong co thé do irc ché gidng hoa Celecoxib trdpg
gan. Do d6, trén bénh nhan dang diing Fluconazol, nén bt diu diéu tri Celecoxib & liéu khuyén nghj th
nhét .

- Thudc 1am ting 17% ndng d6 lithi (ESKALITH) trong méau. Do do, cin theo ddi chit ché liéu phap l'

trong va sau khi diéu tri. :

- Nhitng ngudi udng trén ba ly rugu/ngay cé thé ting nguy co loét da day khi ding NSAID, va diéu nay cii 4/
dang voi celecoxib.

- Warfarin: Céc bién chitng chay mau két hop véi tﬁng thoi gian prothrombin di xay ra & mot s6 ngudi bénh
khi ding ddng thoi Celecoxib véi Warfarin, do dé cin theo dbi chat ché cac xét nghiém vé dong mau trong
va sau khi diéu tri

Sir dung qud liéu: Biéu hién: Qua lidu cac thude chong viém phi steroid cé thé gay ngu lim, ngu lo mo, budn

ndn, non va dau ving thugng vi, cac biéu hién ndy thudng phuc hdi voi viée diéu tri nang 4. Cung xay ra chay

mau dudng tiéu héa. Cac biéu hién xay ra hiém hon ia ting huyét 4p, suy than cdp, trc ché ho hdp va hén
mé.Cac phan tmg kiéu phan vé da dugc théng bao voi liéu diéu trj cia thudc chdng viém phi steroid va co thé

Xy ra khi qua lidu.

Diéu tri: Trong 4 gidr sau khi dling qua liéu, l1¢u phap gdy nén va/hodc cho than hoat (60-100g cho ngudi I6n,

hodc l-2g/kg cho tré em), va/hodic mjt thubc thy tham thdu c6 thé c6 ich dbi voi ngudi bénh co biéu hién bénh r,

Iy hoc d4 ubng mot lugng thuc qua lén.

Bao quin: Nhiét d6 khong qua 30°C, noi khdé mat tranh anh séng tryc tiép.  Tiéu chuén dp dung: TCCS

Quy cach déng géi: Hop 10 vi x 10 vién. Lo 100 vién Han ding: 36 thang ké tir ngay san Xudt 3/

Pé xa tAm tay tré em
ch ky huéng dan trudce khi sir dung
Néu cdn thém théng tin, xin héi ¥ kién béc st
Théng béo cho béc s nhimg tic dyng khong mong mudn gip phai khi sir dyng thude

Thudc duge san xult tai Cong ty TNHH MTV Dugc TW 3
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