https://trungtamthuoc.com/

Rx - Thude ban theo dom

TC HUGNG DAN ST DUNG THUGC

MAXXFLAME®-C
Celecoxib 200 mg

THANH PHAN: Mdi vién nang cimy chia:
i chare: Lactose monohydrat, Povidon, Natri Tauryl
sulfat, Natri croscarmellose, Magnesi stearat,

Ma ATC: MOIAH D

TINH CHAT
Dage lye hge:

Celecoxib la mjt thube khing viém khing steraid, cé
cic tae dung dicu trj khang viém, gigm dau, ha i1, Ca
ché tic dyng ciin celecoxib duge coi 4 e ché sy 1on
hyp prostaglandin chi yéu thong qua tie dung ire ché
isoenzym  cyclooxvgenase-2 (COX-2), Celecoxib
khéng tre ché iscenzym eyclooxygenase-1 (COX-1)
i eac nong 48 didu trj o ngren,
Trong cac nghién et lim sang trén ngudi tinh nguvén
khoe munh, ding celecoxib vii lidu dom dén 800 mg
va da licu 600 mg hai lin mdi ngdy cho dén 7 ngay
(cao hom lidu diéu tri duge khuyén cio) khang co tac
dyng lam gidm ngung tip ticu ciu hay ting thoi gian
miiu chiy.
Drgre dijng hge:
Hip thu: Celecoxib dirge hip thu nhanh qua didmy
tiéu hoa sau khi udng. Nong 45 dinh trong huyét trong
ciin thude thitmg dat & 3 i sau khi udng. Udng
thue lic doi, nong 4 dinh trong huyét tromg (Co)
vi dign tich dudi dwtmg cong (AUC) phy thude lidu
diing cho dén liéu 200 mg hai fin mi ngay, o nhimg
liéu cao hom ty 1§ ting tromg (mg cin Co v ALIC it
hom. Cée nghién el vé sinh khi dung yét doi chia
durge thie hign. Khi dimg da liéw, n%u!g dd thude o
trang thii on dinh trong huyét womg dat durge trong
vong 5 ngdy, Cde théng s6 duge dong hoe eim
celecoxib & ngudi khoe manh duge trinh by & bing
sau;
Tém tit thang s& dwge ding hoe cda ity don (200

Celecoxib & ngrvi khoe manh'
Cie gid tr thang so dirge ddng hoe trung binh (Y
Cv)

i Toses tiiz hiéu VaslF, CLE,
ng/mL i qua, L Ligids
gidr
T05(38) 2.8 I.231) | 829 (34) | 27.7

(37 (283

! Nhitng dbi trgmg ubng thube lic doi (n=36, 19-52
i)

CV: h 50 bién thién

Udng celecoxib. vai thire dn eb nhidy chit béo Lim
chim thii gian dat ndng d6 dinh trong huvét wong
khoang | dén 2 gidr vil lam ting 10-20% dign tich dudi
duimyg cong (AUC). Udng thude lie doi, ¢ nhitng lidy
cao hem 200 me 1 18 thng twome (mg véi liéu dimg i
Cinax v AUC it hom duge cho 16 do 30 hoa tan con
thudc trong méi triromg mude thip,

Phin bd: O nhimg nguti khoe manh, celecoxib gin
két nhiéu vai protein (-97%) trong gioi han lidu diéu
tri. Cae nghién i i vitro cho thiy celecoxib giin kér
eh yéu voi albumin, va mdt phin ohé hon, véi al-
acid glycoprotein. The tich phén bo bigu kién & rang
thiii On dinh (Vss/F) khoang 400 |it, gi ¥ thude phin
b nhigu viio mé. Celecoxib khang c6 & e gin két
vt hong ciiu,

Chpén hia: Celecoxib chuyen hoa chil yéu qua trung
gian CYP2C9. Ba chiit chuvén hoa, chia yéu la chie
nrg, dang acid carboxylic tromg (mg va lign két véi
glueuronid cia no, dil dirge xac dinh trong huyét nrong
cia nguii. Ciic chit chuyén hoa niy khéng 6 hoat tinh
tre ché COX- 1 hay COX-2.

Thi trie: Celecoxib diwge thii trir chia yéu boi chuyén
fda tgi gan i mit lugng nho (<3%) hoat chit khing

d8i duge tim thay trong phin vi nuée tidu. Sau khi

ufmg liéu dem thude eb gin déng vi phéng xg, khodng
5T% lieu ding duge thai trir qua phiin vi 27% qua

mrie tidu, Chit chuyén héa chi véu trong phian va i

e tiéu i chdt chuyén hoa acid carboxylic (73% lidu
dimg) voi hrong nhé glucuronid eiing c6 trong nude
tigw, Thiri gian bdn hiy higu qua trong huyét twomg cia
celecoxib sau khi udng lie dél 13 khodng 11 gitr. Hg sé
thanh thai biéu kidn trong huyét tuong (CL/F) khodng
500 mi/phit.

il nlicin co dudiz O giai doan 6n dinh, nhimg nguéi
can fudi (rén 65 woi) co nong dd dinh trong huvét
tuerng (Cond cao hom 40% vi dién tich dudi didmg
cong (ALC) can In._tn 0% so v ngun fre. Nl.‘ni.chi:;?
khisng edn chinh lidu & npwdi ¢uo wh. Tuy nhién, 8
i nhimg bnh nhin cao wdi 6 trong Iuomg co thé
dudi 50 kg, nén khoi diu diéu iri voi liéu thip nhit
dirge Kliuyen cio.

Binke nhan swy gan; Nghién e diree dong hoe trén
bénh nhin suy gan ¢ho thiy AUC cia celecoxib o giai
doan én dinh thng khoing 40% & bénh nhin suy gan
nhe (Child-Pugh ahom A) v 180% & biénh nhin suy
gan virn (Child-Pugh nhdm B) 50 vidi nhém doi chimg
khoe manh
fignh whan suy thin: Trong mét nghién el so sinh tal
mit thiri diem, AUC cua celecoxib & bénh nhin suy
Ihin i (B§ loe tidy ciu than (GFR) 35-60 mL/phir)
thip hon khodng 40% so voi binh nhin e chire ning
thin binh thuong. Twong ter nhyr cic thude khing viém
khong steroid khac, celecoxib khdng duge khuyén
diing cho bénh nhin suy thin nfne
CHI DINH:
MAXXFLAME®-C duge chi dinh ¢ho:
- Blidu tef triu chimg thogi hoa khap,
- Diéu trj trigu chimg viém khap dang thip.
- Diéu i trigu chimg viém edt séng dinh khop.
- Didu trj dau cap o ngudn Lo, L€ e dau say phiiu
thuie. nho ring.
Dicu tri thime kinh nguyén phit,
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LIEU LUGNG VA CACH DUNG:
Ding lién thip nhit mi o higu qua trong théi gian
ngin nhdt phii hop vai mue tidu didy i cin timg bénh
nhin,

Celecoxib, lidu dimg lén dén 200 mg hai lin mai ngiy,
¢6 thé udng thude khing cin chii ¥ dén baa . Voi
nhimg Licu ding 50 hoje 100 me Hn, nén sir dung
dang biw ¢hé co hivm lugny thich hgp

Thedi hia xiemg - khdp: Lidu khuydn co: 200
mg/ngay uéng 1 1an hodc 100 mg. ngiy 2 ldn.

Vidm khdp dang thip o ngedi T Lidy khuyién cao:
100 - 200 my/lin ngiy ubng 2 tin.

Viém cgt sdng dink khip: Licu khuyén cio 1a 200 g
mdt lin mdi ngay hodic chin liéw (hai Lin mdi ngay).
Néu khéng thiy higu qui sau 6 win, co thé chn thir
diing lieu 400 mg mdi nghy. Néu khang thiy higu qua
sau 6 tudn ding lidu 400 mg mdi ngdy, khong ¢o kha
niing diip {mg, nén thay dbi lua chon didu trj,

Dicu tri dau edp v thing kinh nguvén pher: Ligu
khuyén cdo khai diu 400 mg uéng | lin, tiép theo co
thé ubng thém 200 mg néu cn trong ngay diu. Dé tiép
tic gidm dau trong nhimg ngay ké tiép, ¢o thé cho Tiéu
200 mg ngay uéng 2 lin, néy gin.

Suy gan: iy Khuyén cdo hing ngay cia vién nang
celecoxib cho bénh nhin sy gan vim (Child-Pugh
nhém B) nén gidm khodng 50%. Khang duge diing
celecoxib cho ngudi bénk suy gan nfing.

Newdl clinvén hoa kém wii co chit cua CVPNCD,
Nhirng bénh nhiin da biér hofie nghi ngis chuyen lioa
kém vl co chat ciia CYP2CY dun trén di truyeén bode
oo tién su/ kinh nghiém vai eie co it ke el
CYP2CY nén thin trong khi ding celecoxib do nguy cor
1hing e dung phu phy thuge ligw, Nén xem et diéu 1ri
vt it i Bigu O nghi thilp nhit.

CHONG CHI DINH:

- Min cam vai eelecoxib, aspirin hoje ede thude Khing
viém khong steroid Khde hay qui min vai bit ke
thih phin nio eia thude.

= Cac phan umg kieu di img v sulfonamid.

- Tién sir bj hen, miy day, hofe cde phin img kidu dj
img sau khi diing aspirin hofic ¢de thude khimg viem
khéng steroid khac

= Didu i dau trude va sau phiu thudt bic ciu mach
wvanh,

= Loér da day tién trién hofie chiy mdu tHéu hig

- Suy tim ning, suy tin sung huvén (NYHA 1-1v)

= Suy thin ning (hé s& thanh thai creatinin dudi 30
ml/phit),

= Suy gan nfng,

TAC DUNG KHONG MONG MUON:

Thong tin vé tic dung khong mong mudn tir cic thir

nghi¢m lim sang duge dimg lim co sé dé xie diph ede

tic dung phu liégn quan dén vide ding thude vi cho ty 18

ude chimg.

Thurimg giip, (ADR = 2%)

Tiéu hoa: dan bung, tiéu chiy. kho tidu, diy hai, budy
nin,

Todm Han: dan heng, phiy ngoai bién,

Thain kish: it ngth, chong mae. nhire diu,

Hi hdp: viem hong. viem: mii, viém xoang nhidm
Khuan diedmg s hap irén,

Dz phat ban.

It gip (0,1% < ADR < 1,9%)

Tiéu hoa: o bon, viem 1 thirs, khé nudl, o hoi, viém
thire quan, viém da diy, viém da diy rudt, trio nguge
dy diy thye quin, bénh 1, thodt vi hodnh, tigy phin
den, khé migng. viém migng, mét rin, ndn, chicc niing
ean bt thidme, SGOT, SGPT tang.

Tim mach: 1ang huyét dp ndng hom, dau thit ngye, rdi
logn mach vanh, nhoi miu co tim, dénh trdng ngire,
nhip tim nhmh,

Chamg: di img ndog hom, phim (mg dj img, dau ngye, u
nang budng trimg, phi toan thin, phi mit, mét moi,
sot, néng bimg mit, cic trigu chimg gitng edm, dau,
dau ngoai bién,

Thain kinky: chudt rin & chin, ting trwomg hre, gigm
cim gise, du i dduo, dj chm, chéng mat,

Giiche: qieem;: die, 0 i,

Dinds dieiinng & Chueyén hda: BUN ting, CPK ting cao,
ting cholesterol miu, ting duwimg huyét, ha kali
midu, tang NPN, creatinin ting. phosphatase kiém
ting. thnge ¢in

BN Blasd Urea Niveoges: CPK Creaiise Phaghakimse. NEX-
Nt Penieeiir itrogen

Corwetmgt: dang khép, e khop, daw co, viém bao hogt
dieh, viém gin,

Teim thim: chim A o fu. ting them fn, tim cdm,
cdng thing, budn ngd

Hust B thidu mwan, bim i, chay miu cam, ting
tidu chi,

Ha hip: viém phé quan, co thit phé quin, co thit phé
quan nang hem, o, kho thé, viém thanh guan, viém
phii

Da vit caic phein phy: rng t6¢, viém da, phin (mg dnh
siing. ngira, phit ban hong ban, phét ban dét shn, rbi
loan da, da kho. d& md hdi tang, ndi mé day,

Tiét miga: albumin nigu, viém bang quang, tidu khé,
tien mdu. ticu ihicu lin, soi than,

Hidm gip (ADR <0,1%)

Tirst ey IIEILL suy fim stng huydt, rung thit, tic mach
phii. tad bics mach mdu nfio, hoai thr ngogl bién, viém
mach, fruver KhGi tinh mael <gu.

Théw I thic rudt, thiing ruit, xudt husé tigu héa, viém
dai tring xudt hurvét, thing thye guan, viém tuy, sdi
mit.

Huyét fge: gidm lirgmy tidu cfiu.

Tihdin kinh: mit diéu hoa, hoang tudmg r sit,

Thgin: suy thin cip.

Thing hifo cha bic 57 nhing fic dung g mong

ateecinn giip phd ki siv dgng thade.

ANH HUONG TOT KHA NANG

N XE VA VAN
HANH MAY MOC

R
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Celecoxib ¢6 thé lim cho bénh nhin tré nén bubn ngi
hay mét mdi, Bénh nhin KHONG NEN lii xe hay sir
dung miy mébe néu hy cam thiy budn ngi, chong mir
sau khi udng thude nay,

CANH BAO & THAN TRONG:

Dung celecoxib kéo dai ed the giv ting npuy co cde
tai bién huyét khoi tim mach nding. nhoi mau co tim va
dét quy, c6 thé gly tir vong. Nén ding liéu thip nhi
6 higu qud trang thiri glan ngin nhit phi hep voi mue
tiéu diéu trj béah nhin,

Gidng nhu tit cd cde thude khing viém khing steroid,
eelecoxib eo thé lam xuiit hién bénh ting huyét dp mdi
hoge Fam xiu di tinh wang bénh ving huyét dip di e tir
trucre, mit trong hai tnremg hop trén co thé gop phin
lam wing 1§ 1§ i bicn tim moch. Bénh nhin ding
thude lgi tieu thiazid hodie li tiéu quai ¢ thé dap img
kém véi cdc ligu phiip dicu tri nay khi ding chung véi
cic thude khing viem khéng steroid, Cic thude khuing
viem khong steroid, bao gim celecoxib, nén dige sit
dung thin trong & bénh nhin wog huvér dp,

U nuéie v phit 08 dwge quan sit thiy & mot sé b
nhin udng cdc thube khing viém khimg steroid, bao
gom celecoxib. Celecoxib nén duge sit dung thin
trong & nhitng bénh nhan bj gitr nwde hodie suy tim.
Celecoxib nén duge dimg hét sie thin trong trén
nhirng bénh nhin co tién st loét hodic xudt luyét tidu
hia trude db,

Bénh nhin 6 trigu chimg co niing vimodic thire thé cho
thiiy réi logn chirc afing gan, hodic & ngirdi oo xét nghiém
gan bit thwomg. nén duoe theo ddi cin thin dé thm hing
chimg cia sir Xt hién phin dmg gan ndng hon trong khi
dicu tr] vir celecoxib. Nén n,gmu}dﬁug celecoxib néu cic
triéu chimg co ning vit thire the wén 1im sing phit hop
i binh gan, hofie néu o6 cie bidu hién todn than {vidi
nhur bach ciw & toan, phat ban, v.v... ).

Celecoxib khang duge khuyén cao ding cho bénh hin
bénh thn tién tridn, Néu phai didu trj vidi celecoxib, nén
theo dii sat chire niing thin cda bénh nhii,

Celecoxib 1A mgt sulfonamid vit ¢o thé gay tie dpng
phy nghiém trong trén da. Bénh nhdn cin dige thong
bdo ve cae trigu chimg co ming vi thue (hé cia cde
bidu hign nghiém trong & di va nén ngimg diing thube
khi thiy xudt hign phit ban trén da hode bit cir trigu
chimg qui man ndo khic.

Chi dimg thiin trgng celecoxib & binh nhi cd bidw hién
toan thin cla viégm khép twdi thicu nién (JRA) do
nguy cor dong miu ndi mach lan 164,

Khong nén ding celecoxib chiv bénli nhin bj hey
suyén nhay ciim vai aspirin va nén dig thin trong &
nhimg b¢nh nhin bj ben su;-'Eu Tir fruic.

Vién nang cimg MAXXFLAME-C 6 clin luctose
Nhimg bénh nhin ¢ benh di truyén hiém ghp khong
dung nap galnctose, thidu lactase Img: kém hip thu
glucose-galactose Khang nén dimg thude niy

Thivi ky mang thai

Khang diing celecoxib 0 3 thang cudi cun thar ky, bit
diu tir win thir 30 ca thai ky, vi no co thé giy dong
st dng ding mach. Chua ¢d ede nghién i diy di

vé celecoxib & phy nit mang thai. Chi nén ding
celecoxib cho phu o mang thai khi lgi ich cao hom
nguy e eo the xiay ra i voi thai,
Thii ky cho con bi

Celecoxib duye 1t vito st chudt v ndng di uromg
duomg voi nong db trong havet weng. Trén phy ni
tho con bu ding celecoxil co rir it eclecoxib trong
st Phiy nit diiig celecoxib khong nép cho con b

TUONG TAC THUOC:

Chung: Clinyén hba cia celecoxib chil yéu qua trung
gian eyvtochrom P450 (CYP) 2C9 trong gan. Phai thin
wong kbi ding déng thal celecoxib véi ede thube eb
tic dyng e ché CYP2CY. Tuong the ding ké c6 thé
xdy ra khi ding ddng thini celecoxib vai cae thube oo
tic dung tre cheé CYP2C0O,

Ciie nghién cini It vitro cho thiy, mic di eelecoxib
khéng phai I3 clit neén, nhumg ciing 1 chit Ge ché
CYP2D6, Vi viiy. ¢6 wwomg tie thube in vive voi cie
thude dugt chuyén hoa béi CYP2D6.

Warfarin: Can theo doi cac tie dong khing dong, die
higt tromg vin ngdy dau sau khi bin ddu hodic thay déi
lig phitp diéu trj v6i celecoxib trén nhimg bénh nhin
dang ding worfurin hay cde chit wong e, vi nhimg
bénhnhin nay ¢é nguy co bién chimg chay mau cao,

Li-ti; Ciin theo doi chit che nguriri binh ding déng thai —_
li-ti va celecoxib khi bit diu hode ngimg dimg S
eelecoxib. ar

Aspirin: Miie di c6 thé dimg celecoxib cling véi fidu PHA)
thip aspirin, viée sir dung déng thoi aspirin véi © '8
celecoxib cb the din dén tng 1v 1¢ loét duimg tiéu hoa LT ¢
hofic cie bidn chimg khie, 50 véi vige ding celecoxib
rigng & Vi khang c6 tie dung trén tiéu ciu, celecoxib 11_1._5-%
khong phai la chit thay thé aspirin trong dy phong
bénh tim mach

Thute e che enzim eliven v ede chdt doi vn
angiotensin H: Cie bio cio cho thily ede thude khing
vigm khing steroid (k& cd celecoxib) o6 thé lim gidm
tac dung ching ting Im}'n‘n ip vl cic thude ire ché
ey ehuvén vi ede chit doi van angiotensin 11,

O bgnh hin e fudi. vige giam thé teh miu (bao
gbm nhimg ngudi dang didu irj lgl tidu), hay c6 tén
thirong chire niing thin. ding cic thube Khing viém
khing steroid, ké ci cic chat e ché chon loe COX-2,
chung v cie thube fre ché eneym chuyén, co thé lam
suy giam chire niing thin, bao gdm khd nfing suy thin
cip, Thutmg béah than s& o lgi finh trong trrde 1
ligu sau khi nmumg diew i cie thude khing viém
Khitng steroid,

Fluconazel; Dung dong thi eclecoxib vl Muconazol
200 myg mdt Lin mdi ngay co thé din dén ting gdp doi
nbng di celecoxib trong huydt tremg, Tuong tie duge
dfne hoe ndy do fuconnzol e ché chuyén hoa
celecoxib qua isoenzym PAS0 209, Nén bit diu didu
11 celecoxib vii lidu khuyén dimg thap nhit & nguéi
bénh ding Mucenazol déng thi

™ |

Thuce el i Furosemid: Che th ang viem khong
steroig o0 thé lim giam e d g hai tiét natri
nigu efia fwrasemid vi thiazid & mit s6 bénh nhin,
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Biép img nay ¢6 thé do (e ché tong hop prostaglandin
& than.

Trdnh dimg celecoxib clhung vii bat ky liéu dimg nio cua
thirde khdng viem khong steroid khing phai aspivin do ¢o
thé lam ting nguy co tac dyung phy.

Ding celecoxih chung vii cac thudie khang acid ¢o chiea
nhdm vi magnesi lim giam ning do celecoxib trong
huyét trong vii Cuax giam 37% va AUC giam 10%.

QUA LIEU:

Chua ghi nhin qua liéu celecoxib trong sudt cic thir
nghi¢m lam sang. Liéu ding Ién dén 2400 mg/ngay dén
10 ngay trén 12 bénh nhan khéng giv ra de tinh
nghiém trong. Céc tri¢u chimg qua liu cdc thude khang
viém khong steroid cap tinh 6 the gy ngd lim, ngu lo
ma, buén nén, non, va dau vimg thugng vi: cde bicu
hi¢n nay thuémg phyc héi véi vige diéu trj ndng dd. Co
the xay ra xudt huyet tiéu hoa. Tang huyét dp, suy thin
cdp, (re ché hd hip va hon mé o the xay ra nhung hiém
hom. Céc phan (mg kiéu phan vé da duge ghi nhin voi
liéu diéu trj ciia thude khing viém khong steroid va ¢6
thé xay ra khi qué licu.

Diéu tri qua liéu thude khing viém khéng steroid bao
gom dicu trj triéu chimg vA ndng do; khong c6 thude
gidi dde diic higu.

Khéng biét celecoxib cé loai duge bing tham tach miu
hay khong, nhung dya trén ty 1 thude gin vio protein
cao (> 97%). loc mau khong cé ich trong trrimg hop
qua liéu.

Trong 4 git ddu sau ding qué lieu, liéu phap giy nén
vihofc cho than hoat (60 — 100 g cho ngudi Iom, hofic
I dén 2 g/kg cho tré em). vivhodc thude tay tham thau
6 thé b fch dbi voi nhimg ngudi bénh di cd biéu hién
bénh Iy hodic da udng mdt lugng thube qua lém. Céc
bign phip bai niéu cudng bire, kiém héa nude tiéu,
tham tach mau, hojc truyén mau ¢6 thé khong ¢o higu
qua do tv 1¢ thude gin vio protein cao.

BAO QUAN: O nhigt ¢ dudi 30°C. Tranh dnh sing
truc tiep i noi Am ot

TRINH BAY:
Vi 10 vién nang cimg.
Hop: | vi/tii nhém/hdp, 3 vittai nhom/hop va 10 viftai
nhom/hop.

Hogc hop: 1 vithdp, 3 vithdp vi 10 vithép

HAN DUNG: 36 thing ké tir ngay san xudt.

Dé xa tam tay 1ré em
Boe ki leedmg din sie dung tricdge khi ditng
Néu cin thém thang tin, xin hoi y kién thiy thuoe

Thuie niy chi dimg theo don cia hic st

San xuiit va phan phdi bai:

CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A ;
Khu Céng Nghiép Nhon Trach 3, Xa Hiép Phudce. Huyén Nhon Trach. Tinh i

DT: 0613-366205 Fax: 0613-566203

TUQ .CUC TRUGNG
P TRUONG PHONG

U ¢ Mink Hang




