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R.x 1rudc ain THEo bow TS HUGNG DAN sU DUNG THUGC

GMP-WHO

COXWIN®100

Vién nang cing

THANH PHAN: M3i vi&n nang chifa:
Celecoxib 100 mg
Té dugc vira di 1 vign
(Té dugc gfm: Cellulose vi tinh thé, tinh bt ml, magnesi stearat, povidon, sodium starch glycolate, silicon dioxyd).
DANG BAO CHE: Vién nang cimg.
QUY CACH BGNG GOI: Chai 100 vign. Hop 3 vi, 10 v x 10 vian.

CHIBINH
- Diutrj tridu chirng tho&i hda khép & ngudi I6n.
- Didutrj triéu chimg viém khdp dang th&p & ngudi l4n,
- Didutrj dau cAp, k& ca dau sau phiuthudt, nh6 rang.
- Diutrj thdng kinh nguyén phat.
CACH DUNG VA LIEU DUNG
Céch ding:
Thudc uling ngay 1 14n hodc chia [am 2 14n bing nhau, déu cé tic dyng nhy nhau trong di€u trj thoéi hda xuong- khdp. DA véi viém khép
dang thdp, nén ding liéu chia déu thanh 2 I4n. Liéu t6i 200mg/l4n, ngay ulng 2 I4n, c6 thé ving khdng c4n cha y d&n bifa 3n; liéu cao
E?{n (;ghia 12 400 mg/14n, ngay udng 2 14n) phi ufng vao b An (ciing vdi thic 4n) d& ciithién h4p thu.
u ding:
Bé diu trj thodi hod xuong- khdp, liéu phai diéu chinh theo nhu c4u v dép dmg clia timg ngubi bdnh, tim li§u thdp nht ma c6 hidu qud.
- Tho4i héa xuong- khdp & ngubi on: Usng 200 mg/14n, ngay udng 1 14n.
- Viém khdp dang thap & ngubi 16n: Udng 200 mg/14n, ngy 2 I4n, liéu cao hon (wing 400 mg x 2 14n/ngay) khdng c6 tic dung tét hon
"g‘ 20[:5mg x21 g!ngaay, i G o o o i
- Dau n6i chung va thdng kinh: Ngudi I6n: Udng 400 mg udng 1 I4n, ti€p theo ulng 200 mg nfu c4n, trong ngy du. BE tigp tuc gidm
dau, c6 thé vSng 200 mg ngy udng 2 14n, né’ugén. L : ’ ! i Lo
- Nguti cao tudi: Trén 65 tudi: Khong c4n diéu chinh lifu, mc di néng 49 thudc ting trong huy&t tuong. Tuy nhién, déi véi ngubi cao tudl
c6 trong lugng ca thé dudi 50 kg, phéi ding liéu khuy&n c4o thap nhat khi bt d4u difu tri.

- B&nh nhan suy gan trung binh: nha sdn xuft khuy&n c4o gidm liéu khodng 50%.
HoZc theo sy huéng ddn cia thdy thule.

CHONG CHI BINH

- Min cdm véi celecoxib hodc b4t ky thinh phdn nio clia thut.

- Mn cdm véi sulfonamid,

- Suy tim vira d€n ning (NYHA Il dén IV)

- B&nh nhan sau phdu thujt bic c4u dfing mach vanh vl c6 thé ¢b ting nguy catdc dyng phy

nhu nhéi mu cotim va Aot quy.

- Suy thdn nZng (hé sd thanh thi creatinin dudi 30 mU/phdt).

- Suy gan njng.

- B&nh viém rudt (bénh Crohn, viém loét dai trang).

- Tién sir bj hen, may day, hoic c4c phan img kiéEl dj ting khéc sau khi ding aspirin ho3c cic thudc chéng viém khang steroid khic. D3
¢t bdo céo vé c4c phan (ing ki phan v ning, d6i khi gdy chét, vdi cic thusc chéng viém khdng steroid & nhiing ngudi bdnh ndy.
THAN TRONG KHI DUNG THUGC

- Cdn th4n rong diing celecoxib cho ngudi c6 tién si loét da day t4 tring, hoZc chdy mau duing tigu héa, mic di thudc dugc coi 13
khdng gdy tai bién dudng tidu héa do iic ché chon loc COX-2,

- ngn t'r%ng Vgﬂnq celecoxib cho ngudi cd tién sif hen, dj iing khi diing aspirin hojic mt thudc chdng viém khang steroid vi c6 thé xay
ra sfc phan vé.

E‘;Ehan trong diing celecoxib cho ngudi cao tudi, suy nhuge vi d gdy chdy méu dubing tiéu hoa va thubng chirc ndng th3n bj suy gidm do

I
- Celecoxib c6 th€ gay ddc cho thén, nhat I khi duy trl lw luing méu qua thin phai cdn d&n prostaglandin thn hd trg. Ngubi cé nguy
cd cao gém c6 ngudi suy tim, suy thin hoZc suy gan. C4n rt thdntrong diing celecoxib cho nhing ngudi bdnh nay.
- Than trong diing celecoxib cho ngudi bj phi, gilt nudc (nhu suy tim, than) vi thudc gay i dich, lam bénh ning lén.
- Than trong ding celecoxib cho ngudi bj m4t nudc ngoal t& bo (do diing thuc Iyl tidu manh). C4n phi diéu trj tinh trang mét nuic
truic khi ding celecoxib.
- Th4n trong diing celecoxib cho nhing bénh nhin cé tién si bénh thi€u méu cyc bf tim, bénh ddng mach ngoai vi hojc bénh mach
mau ndo. Thin trong & nhiing b&nh nhan c6 y&u 6 nguy ca lan ddi voi bénh tim mach nhy cao huyét 4p, tang lipid m&u va bénh déi
th&o duing. Celecoxib khdng c6 hoat tinh ndi fai khing tifu c4u va nhu vy khdng bdo v§ duyc c4c tai bién do thifu mau catim, nhat 12
néu ding liéu cao kéo dai (400 - 8OO mg/ngay).
Ngudl mang thal: Cho 16i nay, chua cd céc nghién ciu ddy dii vé celecoxib & phy nit mang thai. Chl nén ding celecoxib cho phy nii
mang thai khi Igi fch cao han nguy ca c6 thé xay ra ddi véi thal. Khdng ding celecoxib § 3 thing cufi clia thal ky, vl céc chét ic ché téng
hgp prostaglandin c6 thé c6 t4c dyng x4u trén hé tim mach clia thal,
Ngud! nubl con bd: Chua bidt celecoxib c6 dugc phan b vio sita me hay khdng. Vi celecoxib c6 thé cd nhitng tic dyng khdng mang
mudn nghiém trong & tré nhé ba sia me, cdn cdn nhic Ipimai hojic ngimg cha b, hodic ngimg diing celecoxib.
Téc ding cda thudc khi 141 xe v3 vin hanh mdy mde: Thin trong khi st dyng thulc cho ngudi 14i xe va v4n hanh mdy méc do thule
c6 thé gy chéng mit. °
TUONG TAC THUGC
- Chuyén héa ciia celecoxib qua trung gian cytochrom P,;, 2C9 trong gan. S dyng ddng thdi celecoxib véi céc thudic ¢6 téc dyng e chd
enzym ndy c6 thé anh hubng d&n duye ddng hoc cla celecoxib, nén phdi than trong khi ding déng thdi cdc thude ndy. Ngodi ra,
celecoxib ciing (ic ch cytochrom P, 2D6. Do d6 c6 khd nding tuang téc gidfa celecoxib va cdc thudc duse chuyén héa bdi Py, 206.
- Thufic @tc ché enzym chuyén hda angiatensin: Céc thudc chdng viém khéng steroid c6 thd 1am gidm téc dyng chdng ting huydt dp
cla c;c thudc dc ché enzym chuyén angiotensin. C4n chi ¥ dén tuong téc ndy khi dling celecoxib ddng thdl véi c4c thulic tic chd enzym
chuyén anglotensin.
- Thudc Igi t1€u: C4c thudc chng viém khong steroid ¢ thé 1Am gidm téc dyng ting bai tigt natri nidu cia furosemid va thiazid & mdt sd
bénh nh4n, c6 thé do dc ch€ tdng hgp prostaglandin vi nguy cd suy than cd thé gia ting.
- Aspirin: M3c dii ¢6 thé dng celecoxib cling vdi liéu thdp aspirin, vigc si dung ddng thdi hai thudc chdng vism khong steroid ndy c6
thé din dén tang ty I8 loét duding tidu héa holc céc bién ching khéc, so vai viéc dung celecoxib riéng I&. Vi khdng cd tdc dung khéng
ti€u c4u, celecoxib khong phi 1A chdt thay tha aspirin d6i véi vidc dy phdng bdnh tim mach.
- Fluconazol: Diing ddng thii celecaxib vii fluconazol ¢6 the ddn dén ting déng ké ndng d9 huyét twong clia celecaxib. Tuung téc duge
ddng hoc ny c6 va do fluconazol {c ché isoenzym P, 2C9 ¢6 lién quan vl sy chuyén ha celecaxib, Nén bt ddu diéu trj celecoxib voi
liéu khuyén diing th&p nh&t & ngubi bénh diing fluconazol déng théi.
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- Lithi: Celecoxib c6 thé 1am gidm sy thanh thi than clia lithi, diéu ndy diin d&n ting ndng dd lithi trong huy&t tuang. C4n theo dai chat
ché nguti binh diing déng thi lithi va celecoxib vé céc ddu higu dc cia lithi va cdn di€u chinh liu cho phil hgp khi b4t ddu holic
ngimg ding celecoxib.
- Warfarin: C4c bién ching chdy méu k&t hgp véi ting thi glan prothrombin da xay ra & mt s@ ngubi bénh (chi y&u ngudii cao tudi) khi
diing celecoxib déng thai véi warfarin. Do d6, cn theo ddi céc xét nghidm vé ddng mau nhu thdi gian prothrombin, d3c biét trong may
niay d4u sau khi bt d4u holic thay d8i lidu phap, V) cdc ngubi bénh ndy c6 nguy cd bl chiing chdy méu cao,
TAG DUNG KHONG MONG MUON (ADR)
Téc dyng kh6ng mong mudn clia celecoxib & liéu thuiing diing néi chung nhe va cd lién quan chis yéu dén dubing tidu hod. Nhilng tac
dung khdng mong mudn khién phai ngimg dlng thudc nhidu nhdt gdm: Khd tiéu, dau byng. Khodng 7,1% bénh nhan diing celecoxib
phi ngimg diing thudc v1 cc tic dung khng mong mubn so vdi 6,1% bénh nhdn diing placebo phi ngimg.

Thudng gap, ADR > 1/100
Tidu hod: Dau byng, Ta chdy, khé tiu, ddy hai, budn non.
H6 h&p: Viém hong, viém mii, vism xoang, nhifm khufn duiing ho hdp trén.
ge tgdn kinh trung wong: M4t ngil, chéng m3t, nhirc ddu.

a: Ban,
Chung: Dau lung, phil ngogi bién
Hiém gdp, ADR <1/1000
T;rg mach: Ng4t, suy tim sung huy&t, rung that, nghdn mach phdi, tai bién mach m4u ndo, hoai thy ngoai bién, viém tih mach huyét
khdi, viém mach.
Tidu hod: T4c rudt, thiing rudt, chdy mau dubing tiéu hod, viém dai trang chdy mau, thing thyc quan, viém tyy, tdc rdt.
Gan m4t: B&nh sdi mat, viém gan, vang da, suy gan.
Huy8t hoc: Gidm lugng tiu c4u, mat bach c4u hat, thi€u m&u khdng t4i tao, gidm toan thé huy&t c4u, gidm bach ciu.
Chuyén hod: Gidm glucose huyét.
H& thin kinh trung wung: Co m4t didu hod, hoang tuling ty sét.
Than: Suy thdn cdp, viém than ké.
Da: Ban dd da dang, viém da tréc, h§i chdng Stevens-Johnson.
Chung: Nhifm khudn, chét dot ngdt, phdn ng kifu phin vé, phi mach.
Hu6ng ddn cach xi tri ADR
N&u cd bifu hién dfc hai th4n trong khi diéutrj celecoxib, cdn phai ngiing thudc, thuling chitc nding thn s& trd vé mic trudc didu tr sau
khi ngitng diéu trj thudc.
Test gan ¢6 thé tang (g4p 3 14n mifc binh thuding & gi6i han cao). Sy ting nay c6 thé ti€n trién, hoic khdng thay dfi hoc chl tam thdi
lrolgg mt thi gian khi ti€p tyc diéu trj. Nhung néu cd bi€u hién ning cla viém gan (vang da, bi€u hién suy gan...) phdi ngimg ngay
thude.
N6i chung, khi diing v6i liéu thdng thuing va ngén ngdy, celecoxib dung nap tat.

Thong bao cha bic s§ nhiing tc dyng khdng mong mudn g2p phdl khi sit dyng thudt.
DUQC LYC HOC
Celecoxib 13 mt thudc chdng viém khong steroid, Cc ch€ chon lpc cyclooxygenase-2 (COX-2), ¢6 céc téc dyng difu trj ching vidm,
gidm dau, ha s6t. Co ché t4c dyng clia celecoxib duyc col 12 Uc ch sy t8ng hgp prostaglandin, chi yéu théng qua tic dung Gc ché
isoenzym cyclooxygenase-2 (COX-2), dn d&n 1am gidm sy 130 thinh c4c tién cht clia prostaglandin. Khac véi phdn 16n cic thudc
chdng viém khdng steroid cd truic ddy, celecoxib khdng dc ché isoenzym cyclooxygenase-1 (COX-1) véi c4c ndng dg diéu trj & ngudi.
COX-1 13 mdt enzym c&u tric ¢6 & h4u hét cdc mo, bach cdu dan nhin to va tifu cdu. COX-1 tham gia vao t30 huy&t khéi (nhuthic ddy
tiéu c4u ngung t3p) duy tri hang rdo niém mac bdo vé cla da day va chic ning thn (nhu duy trl tudi mau thdn). Do khdng ic ché COX-
1 nén celecoxib It ¢6 nguy ca gdy céc tic dyng phy (thl dy a8i véi tifu cu niém mac da day), nhung c6 thé gy céc t4c dyng phy & thén
tuong ty nhu cdc thudc chding viém khdng steroid khdng chon lgc.
DUJC BGNG HOC
H4p thu: Celecoxib duyc hdp thu nhanh qua dubing tiéu héa. USng celecoxib véi thiic &n 6 nhifu chdt béo lam chim thdi gian dat ndng
d0 dinh trong huyét tuang so véi uSng lic déi khodng 1 d&n 2 gid va 1Am ting 10 — 20% dién tich dudi duing cang (AUC). C6 thé ding
celecoxib dng thdi véi thic 2n ma khodng c4n chi y dén théi gian cic biia dn.
Néng d9 dinh trong huyét tuang clia thulc thudng dat & 3 gits sau khi udng mt lidu duy nh&t 200 mg lic déi, vA trung binh bing 705
nanogam/ml. Néng df thudc & trang théi 6n dinh trong huy&t tuong dat dugc trong vdng 5 ngay; khong thdy ¢ tich [Ty. @ ngubi cao tudi
trén 65 tudi, ndng dd dinh trong huy8t tuong v AUC tang 40 va 50%, tuong (g, so véi ngudl tré; AUC cla celecoxib § trang thai dn
dinh tang 40 hozic 180% & ngubi suy gan nhe hojc vifa, tuing tmg, va gidm 40% & ngudi suy thin man tinh (tdc dd loc cdu thin 35-60
mU/ph(t) so véi & ngudi binh thuling.
Phan ba- The tich phan bd  trang théi 6n dinh khodng 400 It (khodng 7,14 Ift/kg) nhu vy thudc phan b nhiéu vao mo. & néng do
diu trj trong huy&t tuong, 97% celecoxib gin véi protein huyél tuong,
Thai tra: Nira ddi thai tris trong huy&t tuong cla celecoxib sau khi ufing 13 11 gidy, v2 h@ s& thanh thai trong huyét twing khodng 500
mil/pht. Nita ddsi clia thudic kéo dai & ngudii suy than hojc suy gan. Celecoxib duge chuyén héa trong gan thanh céc chét chuyén hda
khdng c6 hoat tinh bdi isoenzym CYP., 2C9.
Celecoxib thai trif khodng 27% trong nufic ti€u vi 57% trong phan, dubi 3% liéu duyc thii trir khong thay déi.
QUA LIEU VA XU TRI
Trigu chitng qué li€u: Qué lifu c4c thudc chding viém khang steroid c6 thé gy ngl lim, ngil [d md, budn ndn, non, vé dauviing thugng
vi; c4c bifu hién ndy thuting phuc héi vdi vidc difu tri ndng dd. Ciing x3y ra chdy mau dubng tiéu héa. Céc bidu hién xdy ra hi€m hon 1A
tiing huy8t 4p, suy than cdp, c ché hd h&p va hon ma. Cac phan dng kifu phan v§ d3 duyc thong béo véi Iidu diéu trj ciia thufic ching
viém khdng steroid v cd thd xay ra khi qué lidu.
Cach xi rf: Diéu trj qué lifu thudc chding viém khng steroid bao gém difu trj trigu ching va ndng d3; khang cd thufc gidi ddc dic hidu
ddi véi thudc chdng viém khdng steroid. Trong 4 gid d4u sau dung qué liéu, ligu ph&p gdy ndn va/hoc cho than hoat (60 - 100 g cho
ngubi 1an, hodic 1 d€n 2 g/kg cho tré em), vi/hodic mdt thudc tdy thdm th&u c6 thé c6 ich dél véi nhiing ngudi bénh d4 c6 bidu hign
bénh Iy ho3c d2 uling MOt luyng thusc qué IGn, Khang it celecoxib 6 loai dujc bAng thim tdch méu hay khong, nhung thudc gén vio
protein véi 1y 18 cao ggi § s dung c4c bién phép bai niéu cung birc, kiém héa nudc tidu, th&m téch mAu, hoic truyén mdu c6 thi
Kkhong c6 hidu qu loai bd lugng I6n celecoxib khdi cathd.
BAO QUAN:; DE thuSc noi kho mét, nhiét dj dudi 30°C, trénh 4nh séng.
HAN DUNG: 36 théng ke tir ngay san xust.
TIEU CHUAN AP DYNG: Tiéu chudn cosé
DE THUGC XA TAM TAY TRE EM.
BOC K HUGNG DAN SU DUNG TRUGC KHI DUNG N
THUBC NAY CHI DUNG THED BON CUA BAC ST WERRE
NEU GAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC ST N s
THONG BAO CHO BAC S NHONG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DY tgq-_'ruuo'c'
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