R e sin o oo T HUGNG DAN SU DUNG THUGC AT
VICOXIB® 200

Vién nang cﬂng_

THANH PHAN: MBi vien nang chira;

Gelepoxild ...ccnnanninniieiiiaag 200 mg

T4 duge viradu ....... reeeenee 1 WIERD

(T4 dugc gbm: Geflulose i tinh thé, tinh bt mi, magnesi stearal, povidon, sodium starch glycolate).
DANG BAD CHE: Vién nang cimng.

Quy CACH DONG GOI: Hop 3 vi x 10 vién nang.

CHI DINH:

- Diéu trj triBu chimg thodi hda khdp § nguisi 1dn.

- Diutri :tr)?u chitng viém khdp dang thap & ngui 1on.

- Difu trj bd trg A 13m gidm s8 igng polyp trong lidu phip thdng thubing diéu trj bgnh polyp dang tuy&n dai
tryc trang c6 tinh gia dinh.

-Didutrj daucdp, k€ c2 dau sau phiuthudt, nh ring.

- Dilu trj thGng kinh nguy&n phat, .

CACH DUNG VA LIEU DUNG:

- Thodi héa khiip & ngudi ldn: Usng 200 mg/ngay ulng 1 14n hngc chia am 2 liéubdng nhau.

- Vigm khdp dang thip & ngudi 16n: USng 200 mgAdn, ngdy 2 ¥n, cd the uing khong cdn chi y d&n bla dn; liéu
cao hon {uong 400 mg x 2 1dn/ngay) phai ving vao ba dn (cung véi thirc dn) dé cdi thitn hip thu. i
- Polyp dai - teye trang: UBng 400 mg/14n, ngay udng 2 14n. _

- Dau ni chung va th8ng kinh: Nqudi tdn: Udng 400 mg ubng 1 Ién tﬁp theo uBng 200 mg néu cin, trong ngay
d4u. B ti€p tuc gidm dav, ¢6 th€ ving 200 mg ngay ulng 2 I4n, néu c4n.

- Ngutsi cao tudi: Trén 65 tuSi: Khong cdn ditu chinh lifu, m3c di néng 4§ thulc ting trong huyét tunng Tuy
nhién, d6i voi ngudi cao tudi 6 trong ugng cd thé dudi 50 kg, phai ding lieu khuy€n cdo thdp nhat khi bat ddu

didutri.
Hodc theo sy huing din cha thdy thulc.

CHONG CHI BINH: M3n cim véi cetecoxib, sulfonamid. Suy tim n3ng,

Suy thdn ning (h@ s thanh thai creatinin dudi 30 mi/phot). Suy gan ndng. Bgnh viem rubt (bgnh

Crohn, viém loét dai trang). Tién sii bj hen, may day, hodc cdc phan img kifu dj Gng khdc sau khi

diing aspirin hoac cdc thulic chbng viem khdng steroid khac. D3 ¢6 bdo clo vé cic phan dng kifu phén

vé ping, ddi khi gay chét, v6i cac thulic chdng viem khbng steroid & nhiing ngudi bénh nay.

THAN TRONG KHI DUNG THUﬁB: :

- Than iﬂ.]';ig ding cefecoxib cho ngudi cb tién sir loét da day té trang, hodc chdy mdu dubing titu héa,
mac du

thulc duic coi 1A khdng gay tai bi€n dung tidu hba do Gc ché chon loc COX-2,

- Than trong ding celecoxib cho ngudi cb 1ién sif hen, dj Ong khi ding aspirin hodc mdt thube chéng vidm

khong steroid vi ¢ the xdy ra s@c phin vé.

- Than trong diing celecoxiby cho ngudsi cao tudi, suy nhuge vi dE gdy chay méu duling tigu hoa va thubing chife

nAng thin bj suy gidm do tudi.

- Celecoxib ¢6 the gay ddc cho thdn, nh&t 13 khi duy t lue lugng mau qua thdn phdi cdn dén prostaglandin thn

h3 trg. Ngui cb nguy ¢d cao gdm cb ngudsi suy tim, suy than hodc suy gan. Cén rdt thin trong ding celecoxib

cho nhilng ngudii bénh ndy. . .

- Than trong diing celecoxib cho ngudi bj pho, gill nuc (nhu suy tim, thgn) vi thulc gay & dich, 1am bénh ning
I&n.

- Than trong diing cetecoxib cho ngudi bj m&t nubc ngodi t& bio (do diing thuc lgi tifu manh). Cdn phai diéu trj

tinh trang mat nudc trudc khi ding cetecoxib.

- Vi chua rd celecoxib 6 1Am gidm nguy cd ung th ¢ai - tryc trang lien quan d&n bgnh polyp dang tuy&n dai -

tryrc trang ¢6 tinh chét gia dinh hay khdng, cho nén van phai tifp tyc chim séc bénh ndy nhu thudng 18, nghia

1A phi theo doi ni soi, cAt bd dai - tnic trang dy phdng khi cdn. Ngodi ra, c&n theo déi nguy ca bién chiing tim

mach (nhdi mdu ca tim, thibu mau ca tim cyc bf). Celecoxib khdng co hoat tinh ﬂgi tai khéng tidu cdu va nhu

ua}.r! khBng bio vé dugc cic tai bi€n do thifu mau cd tim, nhat 13 néu dung lidu cac kéo dai (400 - 800

mg/ngay).

Ngudi mang thal: Cho t6i nay, chua ¢6 cic nghign citu ddy dii v& celecoxib & phy ni mang thai. Chl nén diing

celecoxib cho phy nil mang thai khi Igi fch cae han nguy ¢d 06 thé xdy ra d8i véi thai. Khong ding celecoxib & 3

thang cudi clia thai ky, vi ¢4c chét tc ché tng hgp prostaglandin cd the cb tac dyng x4u trén he tim mach cla

thai.

Nguai nubi con bi: Chua bigt celecoxib c6 dwjc phan b6 vao sda me hay khdng. Vi celecoxib c6 thé ¢6 nhilng

tac dung khdng mong muGn nghigm trong & tré nhd bl s0a me, cdn can nhéc Igl/hai hodc ngiing cho b, hodc

ngifng dung celecoxib.

T4c dgng ciia thubc khi 14i xe va vin hanh mdy méc: Chua ¢ thdng tin.

TUONG TAC THUOC:

- Chuyén héa clia celecoxib qua trung gian cytochrom P, 2C8 trang gan. Sir dyng ddng thdi celecoxib vdi cac
thudc ¢6 t4c dung Uc chE enzym ndy ¢ thé anh huling d&n dugc ddng hoc clia celecoxib, nén phai thin trong
khi diing d8ng thai cac thudc ndy. Ngodi ra, cglecnxéb cling Uc ché cytochrom P,, 206. Do dé ¢6 khd ndng
tuong tac gilta celecoxib va céc thudc dugc chuyBn hda bli P, 206.

- Thulic (c ché enzym chuyén héa angiotensin: C4c thulic chdng viém khong steroid co thé [am gidm tic dung
ch@ng tang huy8t 4p cla cic thudc (¢ ch® enzym chuyén angiotensin. C&n chi y d&n fuong tac nay Khi ding
celecoxib d6ng thsi vdi céc thude dc ch enzym chuyén angiotensin. '

- Thudc Igi tifu: C4c thudc chBng viem khong sterold c6 thé 13m gidm tac dyng ting bai ti€t natri nifu cla
furosemid v thiazid & mot s bénh nhan, ¢4 thé do (c ché tdng hgp prostaglandin va nguy cd suy than cd thé
gia tang.

- Aspirin: Mac du cb thé dung celecoxib ciing v lidu thdp aspirin, vige sif dung dbng thai hai thubc chbing viém
khdng steroid niy co thé din d€n ting ty I8 loét duwdng tiBu hda hodc cac bién chifng khac, so vdi vigc ding
celecoxib riéng 18. VI khong c6 tic dung kh&ng tiu céu, celecoxib khdng phai la chat thay thé aspirin dgi voi
vidc dy phdng bénh tim mach.

- Fluconazol: Ding dng th¥i celecoxib véi fluconazol c6 thé din dn ting déng ké ndng 9 huy8t tuang cila
celecoxib. Tuang tac dugsc ding hgc nagv c6 vé do fluconazol (rc ché isoenzym P,., 2C9 c6 lien quan véi sy
chuy8n h6a celecoxib. Nén bat ddu difu trj celecoxib véi liéw khuyén ding thdp nhét & ngudi bénh ding
fluconazol ddng thii.



- Lithi: Celecoxib c6 thé 1am gidm sy thanh thai than cla lithi, diéu ndy din 6&n ting nBng 49 lithi trong
huyét twing. C4n theo ddi chit ché nguisi bénh dung ddng thdsi lithi va celecoxib v& cac ddu hidu dic cla
lithi v c&n diéu chinh lidu cho phi hgp khi bat d4u hogc ngung ding celecoxib.
- Warfasin: Cdc bi€n ching chay méu k&t hgp véi tang thai gian prothrombin dd xdy ra & mft s6 ngudsi bénh
(chi) y&u ngudi cao tudi) khi diing celecoxib A8ng thdi vi warfarin. Do 66, ¢4n theo ddi cac xét nghigm vé
ddng mau nhu thési gian prothrombin, ddc bidt trong my ngay d4u sau khi bit du hoc thay d8i lidu phép, vi
c4c ngulii b&nh nay cb nguy co Bidn chdng chdy mau cao.
TAC DUNG KHONG MONG MUON:
Téc dung khdng mong mudn cia celecoxib & liu thubng dung ndi chung nhe va co lién quan ch y&u d&n
dudng titu héa. Nhilng tac dyung khdng mong mudn khi2n phai nging ding thudc nhiu nhat gbm: kho tidu,
dau byng. Khoang 7,1% nguli bénh dung celecoxib phadi ngiing diung thudc vi cac tic dung khdng mong
mulin so véi 6,1% ngubii bénh ding placebo phai ngimg.
- Thudng gdp: Dau byng, ia chdy, kho tidu, ddy hoi, budn nbn. Viém hong, viém mii, viém xoang, nhidm
khudn dubng hd hdp trén. Mt ngl. chéng mit, nhilc d4u. Ban. Dau lung, phu ngoai bién.
- Him gdp: Ngdt, suy tim sung huy&t, rung thdl, ngh&n mach phéi, tai bién mach mau ndo, hoai thu ngoai
bién, viém finh mach huy&t khbi, viém mach. Téc rudt, thiing rujt, chdy méu dubing tiéu hda, viem dai tra
chay mau, thung thyc qudn, viém tuy, tAc rudt. Banh sbi mat, viém gan, vang da, suy gan. Gidm lugng tifu
cdu, m4t bach cdu hat, thifu mdu khodng téi tao. gidm todn thé huyét cdu, gidm bach cdu. Gidm glucose
huy#t. Mat didu hda, hoang tu‘:lngt? sat. Suy than cdp, viem thin ké. Ban do da dang, viém da troc, hii
chiing Stevens johnson. Nhidm khuZn, ch&t ddt ngdt, phan ing kiu phdn vé, phi mach.
CACH XU TRi: N&u co bi€u hign ddc hai thin trong khi diéu trj celecoxib, ¢4n phéi ngifng thulc, thubng chirc
nang than sé trd v8 mic trude didu trj sau khi ngiing diéu tri thudc.
Test gan c6 thé tang (g&p 3 n mifc binh thudng & gidi han cao). Sy tang ndy c6 thé tién trién, hodc khdng
thay 68i ho3c chi tam thdji trong mot thasi gian khi tiép tuc diéu tri. Nhung néu c6 bifu hign ning cba viém gan
afgnq da, bigu hin suy gan...) phii ngiing ngay thm{:). _
i chung, khi dung vdi héu thdng thudng va ngén ngdy. celecoxib dung nap tot.
- Thong b&o cho béc s§ nhiing tdc dyng khdng mong mulin gip phdi khi sif dyng thule.

DUQC LUC H{QC:
Celecoxib 12 m{t thulc chﬁng viém khOng steroid, (rc ch& chon lpc cyclooxygenase-2 (COX-2), c6 cdc tac
dyng diéu trj ch8ng viem, gidm dau, ha s8t. Co ché tac dyng cla celecoxib dugc coi 1 e ch& sy t6ng hop
prostagiandin, chi y&u thdng qua tic dung (ic ché isoenzym cyclooxygenase-2 (COX-2), din d&n 1am gidm
sy tao thanh cac tién chat cla prostaglandin. Khac véi phdn 1n cac thuSc chdng viém khdng steroid cb
trudc day, celecoxib khdng Uc ch¥ isoenzym cyclooxygenase-1 (COX-1) vii cic nbng 60 didu tri & ngudi.
COX-1 13 mdt enzym c4u tric ¢ & hdu h&t cac md, bach c4u don nhan to va tifu c4u. COX-1 tham gia vio tao

t kh@i (nhu thic ddy tiéu c4u ngung tap) duy trl hang rdo niém mac bdo v& cla da day va chic ning
than (nhu duy trl tdi mau than). Do khong tc ch& COX-1 nén celecoxib it ¢6 nguy co gdy cAc tac dung phy
(thi dy 08i vdi ti€u c4u niém mac da day), nhung c6 th€ gdy cac tic dung phy & thin tuong tu nhu céc thulc
chdng ;igm khdng steroid khdng chon loc.
DUYC DONG HOC:
Hap thu: Celecoxib dugc hdp thu nhanh qua duling tidu hoa. Ung celecoxib vdi thirc 2n co nhifu ch4t béolam
chdm thdi gian dat ndng db dinh trong huyét tuong so vdi udng lic d6i khodng 1 d&n 2 gid va 1am ting 10 -
20% dién tich dui dudng cong (AUC). C6 thé diing celecoxib ddng thdi vdi thic an ma khdng cdn chd v d&n
thdi gian cic biJa an.
Néng a9 dinh trong huy&t tuong cua thulc thudng dat d 3 gid sau khi udng mt lidu duy nhat 200 mg lic ddi,
v trung binh bing 705 nanogam/ml. Néng dd thuSc & trang thai 6n dinh trong huyét tuong dat dugc tron
vong 5 ngay; khdng thdy cd tich ITy. 0 nguli cao tudi trén 65 twdi, ndng 9 dinh trong huy&t tuong va Aug
ting 40 va 50%. tuong (ing, so véi ngubsi tré; AUC clia celecoxib d trang thdi Gn dinh ting 40 hojic 180% &
NQUai suy gan nhe hodc vira, twong Ung, va giam 40% & ngudsi suy than man tinh (8¢ dd loc cdu thdn 35-60
ml/phit) so vdi & ngudi binh thubng.
Phan b Thé gt:h phan b4 & trang thdi &n dinh khodng 400 It (khodng 7,14 lit/kg) nhy vy thubc phan bd
nhiéu vao mo. U néng d0 diéu trj trong huyét tuong. 97% celecoxib gdn vdi protein huy8t tuong.
Thdi trdr: Nira i thai tris trong huygt tuong cla celecoxib sau khi udng 1a 11 gid, va he sf thanh théi trong
huy&t tuong khodng 500 mi/phat. Nira i gﬁa thudic kéo dai & ngudi suy than hodc suy gan. Celecoxib dugc
chuy€n hba trong gan thanh céc chit chuyén héa khdng cé hoat tinh bdi isoenzym CYP,,, 2C9.
Celecoxip thai trif khodng 27% trong nubic tidu va 57% trong phan, dudi 3% lidu duge thii tri khdng thay ddi.
QUA LIEV VA XU TRI:
Trifu ching qud Jiéu: Qué liéu cic thulc chiing viem khong steroid c6 th gay ngl lim, ngl lo ma. budn ndn,
ndn, va dau vung thugng vi; cac biéu hién nay thudng phyc hdi vii vitc didu trj nang d8. Cling xdy ra chdy
mau dudng tiu hoa. CAc bifu hign xAy ra hiém hon 12 tin huy&t 4p, suy than cap, Gc ché hd hap va hdn mé,
Céc phan ung kiu phdn v& da dupc thdng bao voi iu diéu trj clia thudc chdng viem khong sterokd va ¢6 thé
xdy ra khi qud liéu.
Céch xg tri: Digu trj qua lidu thudc chng viém khong steroid bao gém didlu tri tridu ching va nang dd; khdng
c6 thuSc gidi ddc dic hidu ddi vdi thubc ching viém khdng steroid. Trong 4 gid d4u sau ding qud liéu, ligu
phap gdy ndn va/hodc cho than hoat {60 - 100 g cho ngudi in, hodc 1 d&n 2 g/kg cho tré em), va/hoac mit
thudc tdy thAm thdu co thé ¢o ich ddi voi nhilng ngudi bénh da c6 biéu hién bénh Iy hodc d3 lﬁnu mdt lugng
thubc qud 16n. Khdng biét celecoxib cd loai dugc bing th&m tach méau hay khbng, nhung thudc gdn vio
protein vdi ty I8 cao ggi y st dyng c4c bign phdp bai nidu cuBng bic, kiém hoa nudc tiflu, thim tach mau,
:aac truy€n mdu c6 thé khong co hiéu qua loai bd iugng 16n celecoxib khdi ca thé.

0 N: D& thubc noi khd mét, nhidt 40 dudi 30°C, tranh anh sang.
D€ thudc xa t4m tay tré em.

HAN DUNG: 36 thang k€ tif ngay sdn xust.

TIEU CHUAN AP DUNG: Titu chudin co s&

POC KY HUGNG DAN TRUGC KHI DUNG

THUOC NAY CHI DUNG THEO BON CUA BAC SY

NEU CAN THEM THONG TIN, XIN HOt Y KIEN CUA BAC §Y

THONG BAO CHO BAC SY CAC TAC DUNG KHONG MONG MUON GAP PHAI KHI DUNG THUOC

VPRC CONG TY ¢O PHAN DUGC PHAM CUU LONG
sharvmsses 150 8UONG 14/3 - Phudng 5 - Tp Vinh Long - Tinh Vinh Long



