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CUC QUAN LY DUGGw ksesx

Celecoxib Capsules 200 mg
GRACOX

Each hard gelatin Capsule contains: Mdi vien nang olrng chira:

Celecoxib Celecoxib 200 mg

Dosage and Administration, Indication, Chi dinh, cach diing, chong chi dinh,
Pr jion, C: indication, Side-effect, va cac thong tin khac: Xem t& hardng
Interactions : Read the package msert. ¢&n i feoT

Storage: Store in cool and dry place, at temperature Bao quan: Bao quan noi khé mat & nhiét
not exceeding 30°C. Protect from light and moisture. d6 dwdi 30°C, tranh anh sa’ng va Am.
Tiéu chuin chét lwong: TCCS

Keep the medicine out of reach of children
Read the Accompany instruction carsiully use

DE XA TAW TAY TREER. ) )
Spedification - In house DOC KY HIPGNG DAN S DUNG TRFG'C KHI DUNG.

GRACOX

Visa No-/SBK San xuét tai An Do boi:
, »o GRACURE
ImpocterfINNK : ' PHARMACEUTICALS LTD.

E-1105, RIICO Industrial Area, Phase lil,
Bhiwadi, Alwar (Rajasthan).

Celecoxib Capsules 200 mg

Celecoxib Capsules 200 mg
GRACOX

' Celecoxib Capsules 200mg  Celecoxib Capsules 200 mg
GRACOX GRACOX

Manufactured in India by : Manufactured in India by :
GRACURE GRACURE <
PHARMACEUTICALS LTD. PHARMACEUTICALS LTD. T
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Rx Thube nay chi dung theo don thude

GRACOX

Pé xa tAm tay tré em
Doc ky huwéng dan sir dung trude khi dung

THANH PHAN CONG THU'C THUOC:

Mbi vién nang cting c6 chua:

Thanh phén dicgc chdt: GEECOXID wovveerreoommroooooooo 200mg

Thanh phan té duac.gglose vi tinh thé, lactose, polyvinyl pyrrolidone K-30, natri lauryl
sulphat.

DANG BAO CHE: , , ,
Vién nang ciimg mau xanh dam/xanh dam, c& nang so 2, bén trong chira bot thudc mau trang.

CHI PINH: o ,
Celecoxib dugc chi dinh dé chong viém va giam dau trong thoai hoa khép, viém khép dang thap,
va viém cft song dinh khép. Celecoxib ciing duoc chi dinh dé giam dau cap tinh va dau bung
kinh.

CACH DUNG VA LIEU DUNG:

Do céc nguy co tim mach ciia celecoxib c6 thé ting 1én theo liu luong va thoi gian dung thudc,
nén dung lidu thip nhét trong thdi gian ngan nhét ¢ hiéu qua. lidu dung va dap g diéu tri can
duoc dénh gia dinh ky, déc biét 1a & nhiing bénh nhan bi viém xuong khép.

Thoéi hoa khdp:

Liéu khuyén c4o hang ngay thong thuong 12 200 mg dung mdi ngay mdt 1an. O mdt sb bénh nhan
néu can c6 thé tang liu 1én 200 mg x hai 1an mdi ngay. Trong truong hop khong dat duoc hiéu
qua diéu trj sau hai tuan, lua chon didu tri khac cdn dugc xem xét.

Viém khép dang thép:

Liéu khuyén cdo hang ngay ban dau la 200 mg. Néu cin c6 thé tang liéu 1én dén 200 mg x hai lan
moi ngay. Trong trudng hop khdng dat duoc hiéu qua diéu tri sau hai tuén, lya chon diéu trj khac
can duoc xem xét.

Viém cot séng dinh khop:

Liéu dung hang ngay dugc khuyén cdo 1a 200 mg dung mdi ngay mét 1an. O mot sb bénh nhén
néu can c6 thé tang lidu 1én 400 mg, dung 1 lan hodc chia 2 1in mdi ngay. Trong truong hop
khong dat dugc hiéu qua diéu tri sau hai tuan, lua chon diéu tri khac cn duoc xem xét.

Liéu t6i da hang ngay 1a 400 mg cho tAt ca céc chi din.

Ngudi cao tudi (> 65 tudi):

Nhu ¢ nguoi 16n tré tudi, Liéu ban dau 1a 200 mg mdi ngay. Néu can c6 thé ting lidu lén dén 200
mg x hai lan mdi ngay. Than trong khi dung cho ngudi cao tudi c6 trong lugng co thé it hon 50
kg.

Tré em:

Celecoxib khong duge chi dinh & tré em.

Suy gan:

Nén khoi dau véi liéu mot nira lidu khuyén cdo & nhitng bénh nhéan suy gan vira ¢6 albumin huyét
thanh tir 25-35 g/I. Chua ¢ kinh nghiém diéu tri & bénh nhan xo gan.

Suy thén: e




Chua c6 kinh nghiém diéu tri & bénh nhan suy than nhe hoc vira, do d6 can than trong khi dung
cho nhitng bénh nhéan nay.

Céch dung:

Thudc duoc st dung dudng ubng, co thé udng cting hogdc khong c6 thirc an.

CHONG CHI PINH:

Qua man véi bat ky thanh phan nao cta thuée.

Qué man v&i sulphonamide.

Loét da day ta trang tién trién, chay mau dudng tiéu hoa.

Bénh nhan c6 tién sir hen suyén, viém mii cép tinh, polyp mii, pht than kinh, mé day hay di ung
sau khi dung acid acetylsalicylic (aspirin) hogc c4c thudc chéng viém khong steroid khéc bao
gdm ca céc thube e ché COX-2.

Trong thoi ky mang thai va du dinh mapg thai trir khi ¢6 st dung mot phuong phép tranh thai
hiéu qua. Celecoxib da dugc ching mﬁ&%géy ra di tat & dong vét. Nhiing nguy co tiém tang
clia con ngudi trong thoi ky mang thai 18 khong rd, nhung khong thé loai trir.

Phu nitr cho con bu.

Réi loan chirc nang gan ndng (albumin huyét thanh <25 g/l hoic chi s6 Child-Pugh >10).

Bénh nhén c¢6 dg thanh thai creatinin <30 ml/phut.

Bénh viém duong ruét.

Suy tim sung huyét.

Bénh thiéu mau cuc bd co tim, bénh dong mach ngoai bién va / hodc bénh mach mau nio.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nguy co huyét khéi tim mach:

Céc thude chdng viém khong steroid (NSAIDs), khong phai aspirin, ding dudng toan than, ¢ thé
lam ting nguy co xuét hiép bién cb huyét khéi tim mach, bao gdm ca nhdi mau co tim va dot
quy, ¢6 thé dan dén tu vong. Nguy co nay c6 thé xudt hién sém trong vai tun dau ding thude va
c6 thé tang 1én theo thoi gian dung thubc. Nguy co huyét khdi tim mach duoc ghi nhén cha yéu &
liéu cao.

Bdc st can danh gia dinh ky su xudt hién cua céc bién ¢b tim mach, ngay ca khi bénh nhan khong
¢d cdc triéu chimg tim mach truGe dé. Bénh nhan can duoc canh bao vé cac triéu chimg cia bién
¢b tim mach nghiém trong va can tham khdm bac st ngay khi xut hién céc triéu chiing nay.

Dé giam thiéu nguy co xudt hién bién cb bét lgi, can stir dung Celecoxib & lidu hang ngay thap
nhét ¢6 hiéu qua trong thoi gian ngan nhét c6 thé.

Anh huéng trén duwong tiéu hoa:

Bién chimg dudng tiéu héa nhu thing, loét hodc chay mau, c6 thé dan dén tor vong, da xay ra &
nhiing bénh nhan duoc diéu tri v6i celecoxib. Cén than trong khi diéu tri bénh nhan cé nguy co bi
bién ching dudng tiéu hoéa cao khi dung céc thude chéng viém khéng steroid; nguoi cao tudi,
bénh nhén st dung dong thoi bat ky thudc chéng viém khong steroid khac hoidc acid
acetylsalicylic, glucocorticoid, bénh nhan st dung ruou, hodc bénh nhan c¢6 tién sir bénh duong
tiéu hoa, chang han nhu viém loét dudng tidu hod.

Céc tac dung khong mong mubn trén dudng tiéu héa cia celecoxib (loét tiéu hoa hodc bién ching
tiéu hoa khéc) c6 nguy co gia tang khi dung dong thdi celecoxib véi acid acetylsalicylic (ngay ca
khi diing liéu thap). Khong nén dung dong thoi celecoxib va acid acetylsalicylic

Anh hieéng trén tim mach:

Trong mét nghién ctru c6 ddi ching gia duoc, khi ding celecoxib véi liéu 200 mg x 2 lan/ngay
hodc va 400 mg x 2 lan/ngay cho thdy cac anh huong nghiém trong trén tim mach, chu yéu la
nhdi méu co tim, da duoc bao cdo la tang cao hon so véi gia dugc.




Cac nguy co ddi véi tim mach cta celecoxib ¢ thé tang 1én theo liéu luong va thoi gian dung
thuée, do d6 nén dung thuéc trong thoi gian ngin nhét ¢6 thé va véi lidu méi ngdy thap nhat c6
hiéu qua. Pép tng diéu tri cla bénh nhan can duoc danh gia dinh ky, dic biét 1a & nhiing bénh
nhén bi viém xuong khép.

Bénh nhén c6 yéu tb nguy co tai bién tim mach (vi du nhu bénh nhan tdng huyét ap, md mau cao,
dai thao duong, hit thube 14) chi dung celecoxib sau khi xem xét cén than.

Khong duoc ding céc thube e ché chon loc COX-2 thay thé cho acid acetylsalicylic dé du
phong huyét khdi & bénh nhan tim mach do khong c6 tac dung chong két tap tiéu ciu.

Giit nuece va phi:

Ciing nhu céc thube e ché téng hop prostaglandin khac, gitr nudc va phu da duoc quan sat thdy
0 bénh nhan dung celecoxib. Do d6, celecoxib nén dugc str dung than trong & bénh nhan cé tién
sir suy tim, rdi loan chic ning tht trai hodc t huyét ap va & nhiing bénh nhén da c6 tién sur
pht né vi bét ky ly do nao khéc. Than trong ki ung thudc & nhirng bénh nhan dang ding thudc
loi tiéu hodc c6 nguy co bi giam thé tich mau.

Téng huyét dp:

Nhu véi tit ca cac thube chéng viém khong steroid khéc, celecoxib c6 thé din dén khai phat téng
huyét ap hoic lam trim trong thém bénh tang huyét 4p, do d6 lam tdng ty 1& mic c4c bénh tim
mach. Do d6, huyét ap can duoc theo doi chat ché trong khi bit dau didu tri voi celecoxib va
trong sudt qua trinh diéu tri.

Ganva than:

Nhu véi tét ca céc thube chéng viém khong steroid khac, celecoxib c6 thé gdy doc tinh trén than.
Bénh nhan ¢6 nguy co 16n nhit dbi voi doc tinh trén than la nhitng ngudi ¢6 chirc nang than suy
giam, suy tim, rdi loan chic nang gan, dang dung thudc loi tiéu, thude tc ché men chuyén, thudc
ddi khang thu thé angiotensin Il va ngudi cao tudi. Nhitng bénh nhan nay nén dugc theo ddi cin
than trong khi diéu trj véi celecoxib.

Mot sb truong hop phan tmg gan nghiém trong, bao gdm ca viém gan cap (c6 thé gdy tir vong),
hoai ttr gan va suy gan (c6 thé gay tir vong hodc doi hoi phai ghép gan), di duoc béo cao khi st
dung celecoxib. Mot sb truong hop dugc bao céo ngay khi bit diu dung thudc, hdu hét céc cac
phan Gng bét loi nghiém trong dbi véi gan duoc bao cdo trong vong mot thang sau khi bt dau
diéu tri bang celecoxib.

Ue ché CYP2D6:

Celecoxib tic ché CYP2D6. Mac du n6 khong phai 1a mot chét e ché manh enzyme nay, tuy
nhién giam liéu ding c6 thé can thiét cho cac loai thudc dugc chuyén héa boi CYP2D6.

Da va cdc phan iimg qud mdn cam toan thén:

Phan tmg da nghiém trong, c6 thé gy tu vong, trong d6 ¢6 viém da tréc vay, hoi chimg Stevens-
Johnson, hoai tir biéu bi nhiém doc da duge bao cdo rat hiém khi xdy ra khi str dung celecoxib.
Céc phan ting qua man ning (bao gdm phan ng phan vé, phu mach), da duoc bao cio & nhiing
bénh nhén sir dung celecoxib. Bénh nhan ¢6 tidn st di tng v&i sulphonamide hoic bat ky thube
nao c6 thé c6 nguy co xay ra phan tng trén da hoic phan ung qua man nghiém trong. Nén ngung
s dung Celecoxib ngay khi xuét hién phét ban da, tén thuong niém mac, hodc bat cir ddu hiéu
qua man nao khéc.

Thén trong chung:

Celecoxib ¢6 thé che khuét cac ddu hiéu sét va viem.

Ste dung véi thudce chong dong duong uong:

0 nhiing bénh nhan diéu tri dong thoi voi warfarin, chdy mau nghiém trong, ¢6 thé gay tur vong,
da dugc bdo cdo. Tang thoi gian prothrombin (INR) d4 dugc bdo céo. Vi vay, cin theo d&i chat
ch& bénh nhan udng thude chéng dong mau warfarin, dic biét 1 khi bit ddu didu tri celecoxib
hodc khi thay dbi liéu celecoxib. St dung dong thoi thube chéng dong véi cac thude chéng viém
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khong steroid cé thé 1am tang nguy co chay méu. Can than trong khi ph6i hop celecoxib véi
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warfarin hay céac thuoc chong dong dudng uong khac, bao gdbm ca thude chong dong mau thé hé
m&i (vi du apixaban, dabigatran va rivaroxaban).

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nir c6 thai:

Khong nén dung celecoxib cho phu nit mang thai 3 thang cudi dé tranh nguy co khép sém dng
dong mach. Chi st dung Celecoxib cho phuy nir ma&gj}’ﬁikhi nhiing loi ich 16n hon nhitng nguy
co ¢ thé xdy ra doi vdi thai nhi

Phu nir cho con bii:

Celecoxib bai tiét qua sita chudt cbng cai véi ndng do tuong duong trong huyét tuong. Chua &
celecoxib ¢6 qua sita nguoi me hay khong. Vi ¢6 nhiéu thude qua duge sita me va vi ¢6 thé ¢
phén ng nghiém trong cua celecoxib cho tré bt me, nén can quyét dinh hodc me nglmg thubc
hogc ngirng cho con b, ¢é tinh dén tim quan trong cta celecoxib didu tri cho me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thude ¢6 thé gy céc téc dung khong mong muon nhu chéng mét, nhin mo, giam thinh luc, do d6
nén than trong khi lai xe va van hanh may méc.

TUONG TAC THUOC:

Twong tac dwoc lue hoc :

Thuée chong dong mdu :

Nén theo doi ddc biét trong vai ngay dau tién sau khi bt diu dung hoic thay ddi liéu dung
celecoxib & nhiing bénh nhéan dang dung warfarin hay cac thudc chéng déng khac do ¢6 nguy co
xuét huyét. Do d6, nén theo dai chat ché thoi gian prothrombin cua bénh nhan uéng thude chéng
dong mau, déc biét 1a trong nhitng ngay dau tién sau khi bt diu ding hogc thay dbi lidu ding
celecoxib. Chdy mdu va tang thoi gian prothrombin da duoc bao cao & bénh nhan dung celecoxib
dong thoi v6i warfarin, chu yéu 1a & ngudi cao tudi.

Thuéc diéu tri ting huyét dp:

Céc thude chdng viém khéng steroid c6 thé lam giam hiéu qua cua céc thude didu trj tang huyét
&p bao gdm cac thude e ché men chuyén, chét dbi khéng thu thé angiotensin 11, thuéc loi tiéu va
thudc chen béta. Nguy co suy than cép tinh, ma thuong 14 hdi phuc, c6 thé tdng 1én & mot s6 bénh
nhén ¢6 chic ning than bj tdn thuong (vi du nhu bénh nhan bj mét nuéc, bénh nhén dung thudc
loi tiéu, hogc bénh nhan cao tudi) khi ding chit dc ché men chuyén, chét d6i khang thu thé
angiotensin Il va / hodc thudc loi tiéu két hop véi thude chéng viém khong steroid, bao gém
celecoxib. Do d6, su két hop nay nén duoc ding théan trong, dic biét 1a & nguoi cao tudi. Bénh
nhén can duoc bu nude déy du va theo ddi chirc ndng than sau khi bit dau sir dung déng thoi, va
dinh ky sau do.

Ciclosporin va Tacrolimus :

Dung dong thoi cac thube chéng viém khong steroid va ciclosporin hozc tacrolimus cé thé lam
tang tac dung gdy doc cho thén cia ciclosporin hodc tacrolimus. Chirc nang than nén duoc theo
dai khi ding dong thoi celecoxib va cac loai thude nay.

Axit acetylsalicylic:

Celecoxib c6 thé dugce sur dung dong thoi véi acid acetylsalicylic liéu thap nhung khong dung dé
thay thé cho acid acetylsalicylic ¢& du phong bénh tim mach. Ciing nhu véi cac thude chéng
viém khong steroid khac, dung dong thoi véi acid acetylsalicylic lam tang nguy co viém loét
duong tiéu hoa hodc bién ching tiéu héa khac so véi khi sir dung celecoxib mot minh.

Twong tic vé duoc dong hoc :

Anh hwong ciia celecoxib dén cdc thuéc khic :

Uc ché CYP2D6:

WAV



Celecoxib 1a mét chat wre ché CYP2D6. Nong do trong huyét tuong cua céc thude duoc chuyén
héa boi CYP2D6 (vi du nhu thube chéng trdim cam (tricyclics va SSRIs), thudc an than, thudc
chéng loan nhip tim) c6 thé tang 1én khi su dung ddng thoi véi celecoxib.

Dung dong thoi véi celecoxib 200 mg x 2 lén/ngéy lam ting ndng do trong huyét tuong cua
dextromethorphan va metoprolol tuong Gmg 12 2,6 1an va 1,5 lan.

Ue ché CYP2C19:

Nghién ciru in vitro cho thy celecoxib ¢6 thé e ché CYP2C19. Y nghia lam sang cla khé ning
nay la khong rd.

O nhitng bénh nhan viém khép dang thip st dung dAQé thoi celecoxib véi methotrexate khong ¢6
anh hudng déng ké dén du'qc dong hoc (n\@)ng dotrolye huyét tuong hoac do thanh thai théan) cua
methotrexate. Tuy nhién, cin theo dgi ddy du doc tinh ctia methotrexate khi két hop hai loai
thude nay.

Lithium:

O ngudi khoe manh, st dung dong thoi celecoxib 200 mg x 2 lén/ngéy voi lithium 450 mg x 2
l:?m/ngéy lam ting ndng do dinh va dién tich dudi duong cong cua lithium tuong Umg la 16% va
18%. Do d6, cac bénh nhan dang diéu trj bing lithium can dugc theo ddi cht ché khi ding déng
thoi vai celecoxib.

Thudc tranh thai:

Celecoxib khong anh huéng dén duogc dong hoc cua thube tranh thai (I mg norethisterone / 35
microgram ethinylestradiol).

Glibenclamide / tolbutamide:

Celecoxib khong anh huong dén duoc dong hoc cia tolbutamide hosc glibenclamide.

Anh huéng cia thubce khdc trén celecoxib -

Thudc ire ché CYP2CY :

Dung déng thoi véi thude tic ché CYP2C9 nhu fluconazole ¢6 thé lam tang hép thu celecoxib.
Celecoxib chu yéu duoc chuyén héa boi CYP2C9, do d6 nén giam mét ntra lidu celecoxib &
nhiing bénh nhén dang st dung fluconazole. St dung ddng thdi 200 mg celecoxib liéu duy nhét
va 200 mg fluconazole mdi ngay mot lan lam tdng ndng do dinh va dién tich duédi duong cong
clia celecoxib tuong tng 13 60% va 130%.

Thuée cam img CYP2C9 :

Sur dung dong thoi cac chét cam ung CYP2CY nhu rifampicin, carbamazepin va thu6c an than ¢6
thé lam giam ndng do trong huyét tuong cua celecoxib.

Ketoconazole va thuéc khdng acid :

Ketoconazole hoic thudc khang acid khéng anh hudng dén duoc ddng hoc cua celecoxib.

TUONG KY: ‘ ) ’
Do khong c6 cac nghién ctru vé tinh tuong ky cua thudc, khong tron 13n thube nay voéi cac thudc
khac.

TAC DUNG KHONG MONG MUON: ‘
Nguy co huyét khoi tim mach (xem thém phan Canh béo va than trong)

Tac dung khong mong muén duoc liét ké theo hé théng co quan va tan suét trong Bang 1
Bang 1. Tac dung khéng mong mudn tir cic thir nghiém lam sang va khio sat thj treomng

Tan suat

Co quan Rét hay [Haygip [it gap ) Hiém gip  |Rét hiém gap Khéng ro
gip (217100 |(>1/1,000 dén (=1/10,000  |(<1/10,000) tan suit
(21/10)  |dén <1/10) |<1/100) dén <1/1,000)

Nhiém khuén Viém




xoang,

nhiém
trung
duong ho
hap trén,
viém hong,
nhiém
trung
duong tiét
ni¢u
Mau Thiéumau  |Gjém bach  |Giam toan thd
Yeauy giam tiéu huyét cau
kau
Hé mién dich Qua man Séc phan vé, phén
Ung phan vé
Chuyén hoa Téang kali mau
Tam thin Mit ngi Lo 4u, trAm Trang thai la
cam, mét moi |lan, do giac
Than kinh Chéng mit, [Nhdi mau ndo, [Mét diéu hoa, [Xuét huyét noi SO
tang truong|di cdm, budn  [r6i loan vi (bao gom xuat
luc co, ngu giac huyét ndi so gay
nhuc dau tr vong), viém
mang ndo, dong
kinh (bao gom ca
dong kinh tram
trong), mat vi
giac, giam chirc
nang khtru gidc.
Mt Nhin mo, Chay mau Téc dong mach
viém két mac |mat vOng mac, tac tinh
mach vdng mac
Tai U tai, giam
thinh luc
Tim mach Nhéi mau Suy tim, ddnh |Ching loan
co tim trong nguc,  |nhip tim
nhip tim
nhanh
Mach Tang Thuyén tic  |Viém mach
huyét ap phoi, do bung
(bao gom
tang huyét
ap tram
trong)
Hb6 hap Viém miii, [Co that phé  |Viém phdi
ho, kho thé |quan
Tiéu hoa Budn noén, [T4o bdn, viém |Xuit huyét
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dau bung, |da day, viém [tiéu hoa,
ti€u chdy, |miéng, viém |viém loét da
kho tiéu, |duong tiéu day ta trang,
ddy hoi,  |h6a (bao gdm |loét da day,
non, khé |calam viém . floét thuc
nudt duong tiéu@,quén, loét
héa néng rudt, thing
thém), o hoi  [rudt; viém
thuc quan;
viém tuy,
viém dai
trang
Gan Chtrc néng Viém gan Suy gan (dbi khi
gan bt gay tir vong hoic
thuong, men doi héi phai ghép
gan tang (tdng gan), hoai tir gan,
SGOT va 0 mat, viém gan
SGPT) mat.
Da va mé mém Phat ban, |[Mé day, bAm |Phu mach, Viém da, ban do
nglra mau rung toc, da dang, hoi
nhay cam anh [chimg Stevens-
sang Johnson, hoai tir
biéu bi nhidém doc
Co xwong va Pau khép  [Co thét co Viém co
mo lién két (chudt rut &
chan)
Thén va tiét Tang creatinin [Suy than cép |[Viém than ke, hoi
niéu mau, ting uré |tinh, ha natri chiing thén hu,
mau. mau viém ciu than
Sinh duc R&i loan kinh Vo sinh &
nguyét phu nit
(giam kha
nang sinh
s&n)
R6i loan chung Cam, phu  |Phu mit, dau
ngoai vi nguc
luu

QUA LIEU VA CACH XU TRi:

Khéng ¢6 kinh nghiém 1am san
deén 1200 mg x 2 lan/ngay da

dung phu déng ké v& mit 1am sang.

Trong truong hop nghi ngd qué licu, nén loai bo cac chat trong da day,
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can thi€t c6 thé diéu tri triéu ching. Chay than khong cé tac dung loai

nang lién két véi protein cao.

DPAC TINH DUQC LUC HOC:

dugc dun

g vé qué lidu celecoxib. Pon lidu 1én dén 1200 mg va da lidu 1én
g cho nguoi khée manh trong 9 ngay ma khong cé tac
giam st 1am sang va néu
bo thude do thude cé kha




Celecoxib 1a mot thube chdng viem khong steroid, trc ché chon loc cyclooxygenase-2 (COX-2),
cd céc tac dung chong viém, giam dau, ha sbt. Co ché tac dung cua celecoxib la do tc ché su
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tong hop prostaglandin, chi yéu thong qua tac dung (rc ché isoenzym cyclooxygenase-2 (COX-
2), d&n dén lam giam su tao thanh céc prostaglandin. Khéc véi phan 16n cac thude chdng viém
khong steroid thé hé trude, celecoxib khong tic ché isoenzym cyclooxygenase-1 (COX-1) & ndng
do diéu tri. COX-1 1a mot enzym c6 & hau hét cac md, bach cau don nhan to va tidu cau. COX-1
tham gia vao tao cuc mau dong (nhu thuc day tiéu cau ngung tap) duy tri hang rao niém mac da
day va chirc nang than (nhu duy tri tuéi mau than). Do khong trc ché COX-1 nén celecoxib it cé
nguy co gay cac tic dung khong mong muén (thi du xuAt huyét, viém loét da day, kéo dai thoi
gian chdy mau), nhung c6 thé gay cac tac dung khéng mongrhudn & than tuong tu nhu cac thube
chéng viém khong steroid khéc. Celecoxib c6 thé lam y co huyét khbi mach mau & mot
s6 bénh nhan vi thuéc tc ché tong hop prostaglandin (mot chét khéng huyét khéi) va khong tac
dong dén thromboxan A2 (mot chét dé gdy huyét khéi). Ngoai ra, celecoxib con ¢ thé ngan chin
tdng sinh té bao ung thu dai trang va lam giam kich thuéc polyp dai truc trang.

DPAC TINH DUQC PONG HOC:

Hép thu: Celecoxib hap thu nhanh qua duong tiéu hod. Udng celecoxib véi thitc &n ¢6 nhidu chét
béo lam chdm thoi gian dat nong do dinh trong huyét tuong so véi udng luc déi khoang 1 dén 2
gio va lam tang 10-20% dién tich dudi duong cong (AUC). C6 thé dung celecoxib khi an hoic xa
c4c bira an.

Nbng do dinh trong huyét tuong cua thube thuong dat & 3 gid sau khi uéng mot lidu duy nhit 200
mg lic doi, va trung binh bang 705 nanogam/ml. Nong d¢ thubc & trang thai on dinh trong huyét
tuong dat dugc trong vong 5 ngay; khong thy c¢6 tich lug. O nguoi cao tudi trén 65 tudi, nong do
dinh trong huyét tuong va AUC tang 40 va 50%, tuong tng, so v&i ngudi tré; AUC cia celecoxib
& trang thai 6n dinh tang 40 hodc 180% & nguoi suy gan nhe hogc vua, tuong ung, va giam 40%
¢ nguoi suy than man tinh (téc do loc cau than 35-60 ml/phut) so vé6i & nguoi binh thuong.

Phan bd: Thé tich phan bé & trang thai én dinh khoang 400 lit (khoang 7,14 lit/kg) nhu vay thuéc
phan b nhidu vao ms. O nong do didu tri trong huyét tuong, 97% celecoxib gin véi protein
huyét tuong. Celecoxib c¢6 kha nang phéan bd vao sita me.

Thai trir: Nira doi thai trir trong huyét tuong ctia celecoxib sau khi udng luc déi 1a 11 gio, va hé
sO thanh thai trong huyét tuong khodng 500 ml/phat. Nira doi cua thube kéo dai & nguoi suy than
vasuy gan la 11 gio hodc 13,1 gid. Celecoxib thai trir khoang 27% trong nuéc tiéu va 57% trong
phan, dudi 3% liéu duoc thai trir khong thay dbi.

QUY CACH PONG GOI:
10 vién nang cting/vi x 3 vi Al-Al/hop.

DIEU KIEN BAO QUAN: 7
Béo quan noi kho mat & nhiét do dudi 30°C, tranh anh sang va am.

HAN DUNG: ,
36 thang keé tir ngay san xuét

TIEU CHUAN CHAT LUQNG:

TCCS i
CO SO SAN XUAT: \ o
GRACURE PHARMACEUTICALS LTD. ﬁ%

E-1105 RIICO Industrial Area, Phase-I11, Bhiwadi, Alw%‘3
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