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TO HUONG DAN SU DUNG THUOC

Rx — Thudc nay chi ditng theo don thudc

Vién nang cirng
CELCOXX CAPSULES 100mg
(Celecoxib 100mg)
CELCOXX CAPSULES 200mg
(Celecoxib 200mg)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG

THUOC:

- boe ky hudéng din sir dung truée khi dung

- Néu ciin thém thdng tin, xin héi ¥ kién bdc sT hoiic dwrge
ST

- Th ubie niy chi diing theo don thude.

- Péxa tim tay tré em.

THANH PHAN CONG THU'C THUOC:
MJi vién nang cting c6 chira:
Celcoxx Capsules 100mg
Thanh phan hoat cht: Celecoxib.............ccoocoorvocrinnn, 100mg
Thanh phdn td duge: Lactose (Lactose monohydrat), natri
lauryl sulfat, povidon K-30 (PVP K~30), natri croscarmellose,
magnesi stearat, nang gelatin réng sb “3”.
Celcoxx Capsules 200mg
Thanhphan hoat chat: Celecoxib.................................200mg
Thanh phdn td dugc: Lactose (Lactose monohydrat), natri
lauryl sulfat, povidon K-30 (PVP K- 30) natri croscarmellose,
magnesi stearat, nang gelatin rong 617,
DANG BAO CHE: Vién nang clmg.
Celcoxx Capsules 100mg
Bt mau trang chira trong nang cing co nép mau xanh luc va
than mau tia.
Celcoxx Capsules 200mg
Bot miu trdng chira trong nang cimg c6 nép mau tia va than
mau tring duc.
CHi PINH
Celcoxx duge chi dinh trong nhimg trudng sau:
- Giam céc tridu chimg va diu hidu cia bénh thoai hoa
khap.
Giam nhimg triéu chimg va ddu higu cua bénh viém khap
dang thip & ngudi lon.
- Dang trong trudmg hop dau cép tinh ¢ ngudi 16n, dic biét
1a dau sau phéu thudt.
- Diéu trj dau bung kinh nguyén phat.
Didu tri bénh viém gt song dinh khép.
CACH DUNG, LIEU DUNG
Viém xwong khop min tinh;
Ngudi 16n: Lam giam nhe nhing déu hiéu va triéu chimg ctia
bénh viém xuong khép man tinh ¢ ngudi lon. Lidu khuyén
dung la 200mg %1 ]an/ngay hodc 100mg x 2 lan/ngay.
Bénh viém khop dang. thiip:
Lam giam nhe cic ddu hiéu va triéu ching cua bénh viém
khép dang thip & ngudi 16n: 100mg dén 200mg celecoxib x 2
lin/ngay.
Tré em; Diéu tri bénh viém khdp dang thdp & thidu nién, liéu
khuyén ding cho tré em tir 2 tudi tré Ién dya theo cdn ning.
Tré em tir 10kg - 25kg, liéu khuyén céo la 50mg x 2 lan/ngay.
Tré em trén 25kg, liéu khuyén diing 1 100mg x 2 lan/ngay.
Bau va dau bung kinh nguyén phat:
Neguai I{m Lleu khéi dau 400mg, sau do dung thém liéu
200mg néu cin thiét cho ngay déu tien. Ngay tiép theo, lidu
khuycn dung 1a 200mg x 2 lan/ngay.
Didu tri bénh viém cft séng dinh khdp
Nguoi 16n: Lteu khuyén ding moi ngay 1a 200mg, liéu don
hﬂéc chla 2 licu mdi ngdy. Déi véi mot s6 bénh nhan, ting liéu
dung méi ngay 1én 400mg, liéu don hofic chia lam 2 liéu co lhe
dat higu qua diéu tri tot hon. Néu hiéu qua diéu tri sau 2 tudn
khéng tang, liéu phap diéu trj mdi nén duoc xem xét.
Déi twgng dic bigt
Ngudi Ion tudi (> 65 tudi)

Ciing glong nhu' bénh nhén tré tudi, liéu Khuyén dung mdi

ngiy nén bat dau lé 200mg. Liéu dung co thé ting lén 200mg x

2 lan/ngay néu cin thiét sau d6. Dgc biét thin trong khi sir

dung cho bénh nhan 16n tudi ¢ can ning dudi 50kg.

Bénh nhdn suy gan

Diéu trj nén bat ddu bing nira lidu khuyén céo & bénh nhéan suy

gan trung binh v&i albumin huyét thanh tir 25 — 35 g/l. Kinh

nghiém s dung cho déi tuong nay chi gi6i han trong bénh
nhén xo gan.

Bénh nhin suy thin

Kinh nghi¢m sir dung celecoxib cho bénh nhén suy thin nhe

dén trung binh van con gidi han, vi viy cdn thin trong khi sir

dung cho nhimg ddi tugng nay.

B¢nh nhin chuyén héa kém CYP2CY9

Bénh nhdn da biét hodc nghi ngo chuyén héa kém qua

CYP2C9 dya tren tién sikinh nghiém véi cic co chét cia

CYP2C9 khéc can than trong khi dung celecoxib vi ¢6 thé lam

tang cac phin img khong mong mudn khac phu thuge vao lidu.

Bit dau diéu trj véi lidu bang ! liéu khuycn céo thép nhit,

Lidu ditng phii diéu chinh theo mdi va tri¢u chirng.

Cl[O\’G CHI PINH:

Bénh nhin b| min cam véi celecoxib.

- Bénh nhén c6 phan img di img véi sufonamid.

- Bénh nhin ¢6 tién sir 1en con hen, ndi mé day ho#c phin
ing dj img sau khi dung aspirin hodc nhimg khang viém
khong steroid khéc. Nhimg phan {mg qua man nghiém
trong, co khi gy tir vong khi sir dung nhimg thuéc khang
viém khong steroid di duge béo cédo & nhimg bénh nhan
nay.

- Phu ni¥ ¢6 thai, phu nir ¢6 khi nidng mang thai ma khéng
dung bién phép tranh thai hiéu qua.

- Phu nit cho con ba.

- Suy gan nang (albumin huyét thanh < 25g/1 hodc Child-
Pugh > 10).

- Suy thin nang (d thanh thai creatinin < 30ml/phuit).

- Bénh viém rudt.

- Suy tim sung huyét (NYHA II-1V).

- Bénh tim thiéu méau, bénh dong mach ngoai bién, bénh
mach mau ndo.

- Bénh nhan vira trdi qua phdu thudt bic cdu dong mach
vanh.

CANH BAQ VA THAN TRQNG KHI DUNG THUOC

Nguy co huyét khii tim mach

Celecoxib co thé tang nguy co xudt hién bién c¢b huyet khdi tim

mach, bao gdm ca nhéi méau co tim va djt quy, c6 thé din dén

tir vong. Nguy co ndy co thé xuét hién sém trong vai tudn diu
ding thudc va c6 thé tang Ién theo thori gian ding thuoc Nguy
ca huyet khéi tim mach dugc ghi nhan chit yéu & liéu cao.

Béc si can danh gia dinh k¥ sur xudt hién coa cac bién cb tim

mach, ngay ca khi b¢nh nhén khéng c¢6 cac triéu chlmg tim

mach truéc d6. Bénh nhan cdn duoc canh b{m V€ cac triéu
chimg ciia bién cfs tim mach nghiém trong va cin tham kham
bac si ngay khi xuét hign cdc triéu chimg nay.

Dé giam thiu nguy co xudt hién bién cb bét loi, can sir dung

celecoxib & Iléu hang ngay thdp nhét c6 higu qua trong thoi

glan ngin nhét co thé,

Tét ca céc thude khang viém khong steroid, trc ché chon loc

trén COX-2 va khéng chon loc ¢ thé gay nguy co nhu nhau.

Nhitng bénh nhan dugc biét bi bénh tim mach hoic yéu té
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c6 thé tang nguy co tac dung phu nlur nhdi mau co tim va dot
quy.

Chit irc che chon loc COX-2 khéng nén sir dung cho bénh
nhdn c6 tién sir thleu mau cuc bd co tim hay bénh mach méu
ndo, thudc ciing chéng chi dinh cho bénh nhan bj bénh dong
mach ngoai bién.

Bénh nhén c6 nhitng yéu tb nguy co cao bénh tim mach (nhu
ting huyét 4 ap, tang lipid huyét, bién ching dai thao dudng, hit
thudc) chi sir dung celecoxib sau khi dacan nhéc cin than.
Celecoxib khdng phai la mot chit thay thé cho acid
acetylsalicylic trong du phong cac bénh tic nghén huyct khéi
tim mach do thiéu tic dong lén chire nang tiéu cdu. Bai vi
celecoxib khong tre chc sw két tdp tiéu cdu, khong nén ngimg
céc trj liéu khang tiéu cdu (nhu acid acetylsalicylic).

Luu y chung: Khong thé ding Celcoxx thay thé corticosteroid
hodc diu tri thiéu hut corticosteroid. Vige ngung dot ngdt
corticosteroid c6 thé lam tram trong phan img dap (mg vdi
comcosleroxd Bénh nhan sir dung ltc:u phap corticostermd kéo
dai can thiét phai giam lidu tir tir néu nhur quyét dinh ngung
ding thude.

Hoat tinh khang viém ha sét cia Celcoxx c6 thé 1am giam diu
hiéu chn doan bién chimg nhi€m khuén ciia nhimg tinh hudng
dau duge tién dodn 14 khong nhim khudin.

Anh hudong lén hg tiéu héa:

Thung dudng tiéu hoa trén va dudi, loét hodic chay mau, mot
s6 trudmg hop dan dén tir vong da xay ra vdi cac bénh nhan s
dung celecoxib. Khuyén céo than trong khi didu trj cho nhimg
bénh nhéan c6 nguy co cao nhét bi nhimg bién ching duéfng
tiéu hoa loai ndy bao gdm: ngudi 1on tudi, bénh nhan dang sir
dung ddng thii bit ky cac loai NSAID khac hoic acid
acetylsalicylic, glucocorticoid, bénh nhan sir dung ¢bn, hoac
bénh nhan c6 tién sir bi bénh duong tiéu hoa nhur loét hodc
chay mau.

Nguy co tac dung khong mong mudn Ién hé tiéu hoa (viém loét
dudng tiéu hoa hodic cdc bién chimg dudmg tidu hoa khéc) cang
tang khi sir dung déng thoi celecoxib vai acid acetylsallcyllc
(thdm chi lidu thip). Sur khac nhau cé y nghia trén tinh an toan
clia hé tiéu hoa khi sir dung chét {rc ché chon loc COX-2 + acid
acetylsalicylic va NSAID + acid acetylsalicylic chua dugc
chimg minh trén thir nghiém 1dm sang thdi gian dai.

Sir dung dong thoi véi NSAID kiic

Nén trinh sir dung dong thai celecoxib va NSAID khac.
U'dich va phii

Cing gibng nhu cac thudc ¢o tac dung (rc ché tdng hop
prostaglandin, phit né va (r dich dwgc ghl nhdn & bénh nhén st
dung celecoxib. Vi vdy, celecoxib nén sir dung thin trong &
bénh nhan ¢6 tién sir suy tim sung huyét, réi loan chire nAng
tdm truong thét trai hodic ting huyét ap, & bénh nhan phu né
trudc do vi bét ky nguyén nhén gi, béi vi irc ché prostaglandin
o thé dan dén h chire néng than va (r dich. Than trong khi sir
dung véi thudce lgi tidu hodc co nguy co giam thé tich.

Ting huyét dp

Ciing nhu tit ca cac NSAID, celecoxib cé thé lam khoi phat
con tang huyét ap ‘hogc 1am tinh trang tang huyét Elp von co
nang thém, ca 2 yéu to nay déu co thé lam tang bién ¢d tim
mach. Vi véy, theo doi huyét ap chat che khi bat ddu diéu trj
vdi celecoxib ciing nhu trong sudt thoi gian diéu tri.

Anh hwdng Ién thin va gan

Tén thuong chirc nang thdn va gan, dac biét loan chirc ning
tim thuing xay ra hon & ngudi 16n wdi, vi viy, phai duy tri
giam sat y khoa phl‘.l hep.

Céc NSAID, bao gbm celecoxib, co thé gy ra ng dic than.
Cic thu nghi¢ém 1am sang voi celecoxib cho thdy tac dong lén
than gu’)ng nhu ghi nhan & nhimg thubc NSAID khac. Bénh
nhén c6 nguy co cao nhit ngg doc than bao gbm bénh nhin bi
suy thén, suy tim, r6i loan chirc ning gan, bénh nhén dang str
dung thude loi tiéu, chét tc ché men chuyén angiotensin, chit
chu vén thu thé angiotensin IT va ngudi Ién tudi. Can theo doi
chat che nhimg bénh nhan nay khi diéu trj vdi celecoxib,

M@t s truong hop phan @ng trén gan nghiém trong bao gom
viém gan kich phat (c6 thé din dén tr vong), hon mé gan va
© suy gan {co thc dan dcn t vong hodc phat ghcp gan) du'gc ghi

dugc ghi nhan thai gian khoi phat, phén 16n nhimg tac dung
khéng mong muén nghiém trong trén gan tién trién trong vong
1 thang sau khi bat ddu diéu trj voi celecoxib.

Trong sudt qua trinh diéu trj, bgnh nhan c6 suy gidm chirc
néng gan hogc thin, nén can nhéc ngung diéu trj véi celecoxib
vi tién hanh  nhitng tri ligu phi hop khic.

Chiit ire ché C YP2D6

Celecoxib trc ché cenzym CYP2D6. Mic du celecoxib khong
phai la chit trc ché manh enzym CYP2D6, nhung giam liu 1a
cin thiét ddi voi nhimg bénh nhan sir dung thudc dugc chuyén
héa boi enzym CYP2D6,

Bénh nhin clmyén héa kém qua enzym CYP2C9

Bénh nhin duoc b:ct chuyén hoa kém qua enzym CYP2C9 nén
than trgng khi diéu tri vai thudc nay.

Phan ting trén da va min cim toan thin

Phan {mg da nghiém trong, mot s6 truong hop tir vong, bao
gdm viém da bong vay, hoi ching Stevens-Johnson va hoai tir
thugng bi nhiém doc da duge ghi nhén xdy ra lién quan dén
diéu tri vai celecoxib tuy nhién rat haem Bénh nhéan thudmg c6
nguy ca cao nhét ciia nhimg bién cd nay trong giai doan sém
clia qua trinh didu tri, cac truong hop nay xay ra chi yéu trong
thang déu tién ding thudc. Nhimg phan (mg qua min nghiém
trong (nhur phén vé, phi mach va héi chimg phét ban do thudc
V@i ting bach cau ai toan va nhiéu triéu chimg toan than —
DRESS, hofc triéu chimg qua mén) dugc ghi nhin & bénh
nhan diéu tri v&i celecoxib. Bénh nhan ¢ tién sir di vmg véi
sulphonamid hoac bét ky thuoc nao khac ciing co thé c6 nguy
co phan Lrng trén da va méan cam cao hon. Nén ngung sir dung
celecoub néu c6 xudt hién min do da, tdn thuong niém mac,
hogc bét ky d4u hiéu qué min nao.

Tong quan

Celecoxib co thé lam mé cac ddu hi¢u st hoiic nhimg diu hiéu
khac ciia viém nhigm.

Sir dung déng théi voi thude chong déng mdu diwdng ung
Sir dung déng thoi vdi thubc warfarin, nguy co chay mau
nghiém trong, mét sé truéng hop tir vong da dwoc ghi nhan.
Téang thoi gian prothrombin cling dd duge ghi nhin. Vi vay,
nén theo dﬁi chit ché& bénh nhan s dung warfarin/coumarin
thude chéng dong mdu dudmg udng, dic biét khi bit diu diéu
tri hodc thay ddi liéu celecoxib. Su dung dong thoi thude
chéng dong mau va NSAID co thé lam tang nguy co chay
mau. Thén trong khi sir dung dong thori celecoxlh va warfarin
hodc nhl’i‘ng thudc chong déng mau duding ubng khac bao gdm
nhimg thude chéng dong mau thé h¢ méi (nhu apixaban,
dabigatran va rivaroxaban).

Celcoxx Capsules 100mg va Celcoxx Capsules 200mg c6
chira lactose (lan lugt 13 46,6mg va 45,0mg). Bénh nhén c6
vén dé vé di truyén hiém gap khéng dung nap galactose, thiéu
men Lapp lactase hodic kém hép thu glucose-galactose khéng
nén sir dung thude nay.

SUDUNG THUOC CHO PHY NU' CO THAI

Mot s6 nghién ciru trén ddng vat cho thdy doe tinh trén sinh
san nhu di tit. Viée trc ché tong hop prostaglandin c6 thé giy
ra céc tac dung khong mong muén cho phy nit co thai, Dt liéu
tir cac nghién ciru dich t& hoc cho thiy ‘nguy co say thai ty phat
ting 1én sau khi ding céc thubc trc ché tong hop prostaglandin
trong g1a| doan som cua thai ky. Nguy co trén phu nir mang
thai van chwa dugc biét, tuy nhién khong thé loai trir.
Celecoxib cfing nhu nhimg thubc we ché téng hop
prostaglandin c6 thé gay vo luc co tu cung va dong sém Ong
dong mach chi trong ba thang cudi ciia thai ky. Celecoxib
chéng chi dinh cho phu nit mang thai hodic phy nir chuin bj
mang thai. Néu bénh nhan mang thai trong qué trinh diéu tri,
nén ngung sir dung celecoxib.,

SU DUNG THU(%C CHO PHU NU CHO CON BU

Nghién ctru trén chudt cho thdy celecoxib dugc bai tiét qua sira
vai nong d tuong duong voi néng dd trong huyét tvong. Chi
dinh celecoxib & s6 lugng han ché cho phu nif dang cho con bu
cho thay rang rét it celecoxib xuét hién trong sira me¢. Phu nir
dang sir dung celecoxib khong nén cho con bu.

ANH HUONG TREN KHA NANG SINH SAN

Dua trén co chéf hoat ddng, viéc sir dung NSAID, bao gﬁm
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lién quan dén hién tugng vé sinh c6 thé phuc hdi & mot sé phy
ntr.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE,
VAN HANH MAY MOC

Bénh nhén c6 thé bj chéng mit, hoa mét hodic budn nga khi sir
dung celecoxib, nén ¢ gﬁng tranh 1ai xe va vidn hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC

Nhin chung: Celcoxx Capsules (Celecoxib) chuyén hoa chi
yéu qua hé thong men cytochrom P450 CYP2C9 & gan. Cin
than trong khi diéu tri phdi hop Celcoxx Capsules (Celecoxib)
véi nhimg thude e ché CYP2C9.

Twong tac duoc dong hoc

Thudc chong déng mdu

Nén theo dai chat ché hoat tinh chéng déng méau trong nhiing
ngdy diu tién sau khi bat ddu hodc thay ddi lidu dung cia
celecoxib ddi véi bénh nhan dang sir dung warfarin hofic céc
thude chéng déng méu khic bai vi bénh nhan & tang nguy co
bién chimg do chay mau. Do d6, bénh nhan uéng thuéc chéng
dong mau nén theo doi chat che thoi gian prothrombin (INR),
diic biét trong nhimg ngay déu tién sau khi bat ddu didu trj voi
celecoxib hodc thay ddi lidu ciia celecoxib. Chay mau lién
quan dén tang thoi gian prothrombin da duge ghl nhén, phan
lon xay ra dbi v6i bénh nhan 1on tuot bénh nhén sir dung dong
thori celecoxib vai warfarin, mét sé truong hop tir vong.

Thudc chéng ting huyét dp

NSAID c6 thé lam giam hi¢u qua cua cac thude chong tang
huyét ap bao gdm chét e ché men chuyen angiotensin, chat
ddi khang angiotensin II, thudc lgi tidu va thude chen beta.
Cung nhu céc NSAID khéc, nguy co suy thin cép tinh ma
thudmg 1 ¢6 thé phuc hdi tang déi véi nerng bénh nhan bi ton
thuong chirc nang than (nhu bénh nhan bj giam thé dich, bénh
nhan dang s dung thude loi tidu hozic ngudi lon 1u01) khi sir
dung thube (e ché men chuyen angiotensin, chat dbi khang
angiotensin 11 va thudc lgi tidu déng thoi véi NSAID bao zom
celecoxib. Vi vay, phai thén trong khi sir dung phm hop nhimg
thudc nay dic bu';l déi voi bénh nhan 16n twoi. Cén cho bénh
nhén uong nude diy du va cin theo doi chic nang than khi bat
dau diéu tri két hop va danh gia theo dinh ky sau do.

& zclos;gorm va tacrolimus

St dung déng thoi NSAID vdi ciclosporin hodc tacrolimus co
thé lam tang anh hudng ddc thén cia c:closponn va
tacrolimus. Nén theo ddi chirc nang than khi sir dung két hop
celecoxib va mot trong hai thude trén.

Acid acetvisalicylic

Celcoxx Capsules (Celecoxib) co thé sir dung cung V@i aspirin
liéu thip. Tuy nhién viée dung ddng thoi aspirin véi Celcoxx
Capsules (Celecoxib) c6 thé lam tang ti 1¢ loét duong tiéu hoa
hodic nhimg bién chimg khac so véi viée sit dung mét minh
Celooxx Capsules (Celecoxib). Bai vi thude co it kha ning
chéng két tap tiéu cAu nén Celcoxx Capsules (Celecoxib)
khong thé thay thé aspirin trong phong bénh tim mach.

Tuong tac duoc luc hoc

Anh hugng celecoxib déi véi nhitng thudc khdc

Ue ché CYP2D6

Celecoxib la chit e ché CYP2DG6. Néng do huyel tuong cua
nhimg thuéc ma 14 co chét cia enzym nay co thé tang khi sir
dung dong thoi vai celecoxib. Nhing thuoc chuyen héa bai
enzym CYP2D6 bao gbm thude chéng trdm cam (thuoc chéng
tram cam 3 vong va SSRI), thudc an thén, thude chong loan
nhip tim,...Nén g:am lidu cua nhimg thuée duge chuyén hoa
bai enzym nay khi bt dau diéu tri vdi celecoxib hodc tang khi
ngung sir dung celecoxib.

Sir dung ddng thoi celecoxib 200mg hai 1in mdi ngay s& lam
tang lin lugt 2,6 va 1.5 I4n ndng do huyét trong cua
dextromethorphan  va metoprolol (co chit CYP2D6) do
celecoxib trc ché enzym CYP2D6.

Uc ché CYP2CIY

Nghién ciru in vitro cho thdy rang c6 kha ning celecoxib e
ché chuyen hoa xic tac boi enzym CYP2CI9. Y nghia vé mat
lam sang cia phat hién trén in vitro niy van chua duoc bié

=

(o
T\
«

(PRIV

=

/' VAN PHONG

P
\f
- :.)m DIEN

w0 cm N
S

Nhimg thudc chuyén héa béi enzym ndy nhu diazepam,
citalopram va imipramin.

Methotrexat

Bénh nhéan diéu trj viém khap dang thép véi celecoxib khong
anh hudng 1én dugc Iuc hoc ¢é ¥ nghia théng ké (huyet tucrng
hogic d¢ thanh thai than) ciia methotrexat (& lidu didu tri viém
khép). Tuy nhién, nén theo doi dbc tinh lién quan dén
methotrexat khi sir dung phéi hgp 2 thudc nay.

Lithium

Nghién ciru tién hanh trén nhimg ngudi khoe manh khi sir
dung phdi hgp celecoxib 200mg hai lin mdi ngay vi lithium
450mg hai 1an mdi ngay din dén ting Cmax 16% va AUC
18% cia lithium. Vi véy, bénh nhan diéu tri véi lithium nén
theo ddi chat ch& khi bt diu hofc két thic didu tri véi
celecoxib.

Thudc trdnh thai dwong uéng

Trong mdt nghién ciru tuong tac thudc cho thiy celecoxib
khéng anh huong cé y nghia 1dm sang lién quan dugc lyc hoe
ciia céc thudc tranh thai dudng udng (morethisteron 1mg/
ethinylestradiol 35microgam).

Glibenclamid/ tolbutamid

Celecoxib khdng anh hudng duge luc hoc cia tolbutamid (co
chdt CYP2C9) hodc glibenclamid & pham vi ldm sang lién
quan.

Anh hiong cii nhitng thudc khdc lén celecoxib

Bénh nhén chuvén héa kém qua enzym CYP2C9

Péi vai bénh nhén chuycn hoa kém qua enzym CYP2C9 va c6
bleu thi nong d¢ tudn hodn cua celecoxib ting, khi sir dung
dbng thoi véi chét irc ché CYP2C9 nhur fluconazol c6 thé 1am
ting hon nita néng d¢ celecoxib trong mau. Nhimg phdi hop
ndy nén tranh khi bénh nhan dugc biét chuyén héa kém qua
enzym CYP2C9.

Thudc tkc ché va cam img CYP2C9

Bai vi celecoxib chuyen hoa chi yéu bai CYP2C9, nén sur
dung liéu bang ¥4 li¢u khuyén céo & bénh nhan sir dung dﬁng
thoi voi fluconazol. Sir dung dong thari celecoxib 200mg lidu
don va fluconazol 200mg mot lin mdi ngay, chét c6 kha nang
trc ché CYP2CY, dén dén lam tang Cmax 60% va AUC 130%
cua celecoxib. Sir dung doéng thyi chit cam img eznym
CYP2C9 nhu rifampicin, carbamazepin va barbiturat c6 thé
lam giam ndng do huyét tuong ciia celecoxib,

Ketoconazol va thuéc khdng acid

Chua ¢6 ghi nhén vé anh huéng duge luc hoc cua celecoxib
khi st dung déng thi voi ketoconazol hodic thude khang acid.
Tré em

Nghién ciru vé twong tac thude chi dwoc tién hanh & ngudi 16m.
Tuong ky ciia thude

Do khéng cé céc nghign ciru vé tinh tuong ky cua thudc,
khong tron 1&n thude nay vai cac thude khéac.

TAC DUNG KHONG MONG MUON CUA THUOC
Nhitng tdc dung khéng mong mudn sau duge phdn nhom theo
tdn sudt: rdt thuong gap (ADR > 1/10), thuong gdp (1/100 <
ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gdp
(1/1000 < ADR < 1/10000) va rdt hiém gap (ADR < 1/10000).
Nguy co huyét khdi tim mach (xem thém phén Canh béo va
thdn trong).

Rar thuong gip:

Réi loan mach mdu: Tang huyét ap (bao gdm ca ting huyét ap
nang hon).

Thuong gip:

Nhiém tring: Viém phé quén, viém Xoang, nhiém khuén
dudng ho hap trén, nhiém khuan dudng tiét niéu.

Réi logn mién djch: Qua min.

Réi logn tém thdn: Mt nga.

R6i logn thén kinh: Chéng mat, tang truong lyc co, dau dau.
R6i logn tim: Nhdi mau co tim.

Réi logn hé hdp, ving ngiec va trung that: Viém mii, ho, kho
thg.

R6i logn tiéu héa: Non, dau bung, tiéu chay, kho tiéu, day hoi,
budn nén, chimg kho nudt.
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R6i logn da va mé dudi da: Phat ban, ngira (bao gdm ngua
toan than).

Réi loan hé co xuong va moé lién két: Chlrng dau khUp

Nhiing réi loan khdc: Bénh gidng cim, phi ngoai bién/ giir
nuee.

It gap:

Roi logi mdu va hé bach huyér: Thiéu mau.

Roi loan chuyén hda va dinh dutng: Ting kali mau.

R6i loan tam than: Lo du, trim cam, mét méi,

Réi logn rhan kinh: Nhdi mau ndo, di cam, mét ngu.

Rm logn mdt: Nhin md, viém két mac.

Réi logn tai va tai trong: U tai, giam thinh gidc.

Réi logn tim: Suy tim sung huyét, tim dap nhanh, nhip tim
nhanh.

Ror logn hé hdp, viing nguc va trung thdt: Co that phe quan.
Réi loan tiéu héa: Téo bon, viém da day, viém miéng, viém
dudmg rudt - da day (bao gdm trdm trong hon viém dudng rudt
— da day), ¢ hoi.

Roi logn gan mdt: Chirc ning gan bat thudmg, men gan tang
(bao gom ca ting SGOT va SGPT).

Réi logn da va mé dudi da: May day, vét bdm mau.

Réi logn hé co xwong va ma lién két: Co co (chudt it chén).
Réi loan thin va duwong tiét niéu: Tang creatinin mau, ting ure
mau.

Réi loan khdc: Phu mat, dau nguec.

Hiém gip

Rdi logn mdu va hé bach huyét: Giam bach cdu, giam tiéu cdu.
Réi loan tdm thin: Trang thai 1o 1An, 40 gléc

Ror logn Ihan kinh: Mit d!eu hoa, loan vi giac.

R6i loan mét: Xudt huyét mat.

Réi loan tim: Loan nhip tim.

Rdi loan mach: Thuyen thc phél do mat.

Ra: loan hé hdp, viing nguc va trung that: Viém phdi,

RGi logn tiéu héa: Xudt huyét da day, loét ta trang, loét da day,
loét thuce quén, loét rudt, loét dai trang, thung da day, viém da
day-thyc quan, phan den, viém tuy, viém két trang,

Réi loan gan mdt: Viém gan.

R6i loan da va mé dudi da: Phi mach, rung toc, nhay cam anh
sang.

Réi logn thdn va dwong tiét nigu: Suy than cdp, ha natri huyét.
R6i loan sinh san va tuyén vii: Réi loan kinh nguyét.

Rar hiém gap

Réi logn gan mdt: Suy gan (co khi tir vong hodc yéu céu ghép
gan), viém gan kich phat (c6 khi din dén tir vong), hoai tir gan,
r mit, viém gan r mat, vang da.

Réi logn da va mé dudi da: Viém da bong vay, héng ban da
dang, hdi chimg Steven-Johnson, hoai tir thugng bi nhiém déc,
héi chimg DRESS (hoi chimg phét ban do thubc véi tang bach
cdu &i toan va nhidu trigu chimg toan thén), hoi chimg ngoai
ban mun mi toan than cdp tinh (AGEP), viém da bong nudc.
Ro: loan h¢ co xuong va mo lién két: Viém co.

Réi loan thén va duong tidt niéu: Viém than k&, hoi chimg
thén hu, bénh ciu than thay ddi toi thidu,

Réi loan sinh san va tuyén wii: Réi loan kha nang sinh san &
phu nir (bénh suy giam kha ning sinh san & nir gidi).

Thong bdo ngay cho bdc sy hodc dwgc s nhitng phin irng
cd hai gap phéi khi sit dung thudc.

QUA LIEU VA CACH XU TRi

Chura c6 kinh nghigm lam sang vé qua lidu celecoxib. Téc
dung phu xuét hién héu nhw khong dang ké khi ding 1én dén
1200mg don lidu va 600mg hai 14n mdi ngay cho nhtmg ngudi
khoe manh. Trong trudng hop nghi ngtr qua lidu, ap dung ngay
cac bién phap hd trg thlch hop. Chay thén nhan tao khong hiéu

Ma ATC: MOIAHOI.
Celecoxib 1a thudc khang viém khéng steroid cé tic dong
khéng viém, gidm dau va ha sét. Co ché tac dong cua
celecoxib 1a do trc ché sir tong hop prostaglandm chi yéu do
trc ché enzym cyclooxygenase-2 (COX-2), & nong db tri ligu
trén ngudi, celecoxib khong tre ché enzym cyclooxygenase-1
(COX-1).
DAC TiNH DUQC DONG HQC
Hip thu: Nong dé dinh celecoxib trong huyét tuong dat duge
sau 3 giv uong thude. Khi bung doi, ca 2 nong d§ dinh trong
huyct tuong (Cmax) va dign tich du6i dudng cong (AUC) &
lidu xdp xi lidu 200mg x 2 ia.m'ngay Khi ding liéu cao hon c6
s\ gia ting it hon doi vai nong d§ dinh va dién tich dudi
dudng cong. Thubc dat ndng dé on dinh trude hodc ngay ngay
thir 5 dung thube.
Anh hwéng ciia thike dn va thude khdng acid
Khi uong celecoxib trong bita &n c6 nhiéu chét béo, thdi gian
dat nong d6 dinh trong huyét twong cham 1 toi 2 giv va tang
téng hap thu (dién tich du6i duomg cong (AUC)) tir 10% dén
20%. Khi bung d6i, véi lidu trén 200mg, sur gia tang néng do
dinh (Cmax) va dién tich du¢i dutng cong (AUC) tuong img
s& thip hon, diéu nay duge cho la thude it hoa tan hon trong
méi trrdng thin nude. Sir dung celecoxib dong thai vai cée
thude khang acid c6 chira nhom va magnesi s& lam giam nong
dd celecoxib trong huyét twong véi néng do dinh (Cmax) gidm
37% va dign tich dudi dubng cong (AUC) giam 10%. 0 llcu
200mg x 2 lanfngay, celecoxib c6 thé dugce udng ma khéng cén
quan tdm dén thdi gian bira #n, Nén sir dyng lidu cao hon
(400mg x 2 lanjngay} cling véi thirc an dé cai thién sy hap thu,
Phéin bb: O ngudi khde manh véi khoéng lidu dimg duge
khuyén cao trén lam sang, celecoxib lién két vai _protein huyér.
tuong khoang 97%. @ ndng d¢ thude 6n dinh, thé tich phan bd
biéu kién khoang 400L (Vss/F), gai ¥ su phan b6 rong rdi clia
thuoc trong céc mo. Celecoxib khong wu tién gin két trén hdng
cdu,
Chuyén héa: Celecoxib duge chuyén hoa chi yéu qua trung
gian cytochrom P450 2C9. Ba loai chuyén hoa, alcohol chuyen
hoa ban dau, acid carboxylic twong (g va glucuronid két hop
da dugce xac dinh trong huyét tuong. Cac chét chuyén hoa
khong c6 tac dong rc ché COX-1 hoic COX-2.
Bai tiét: Celecoxib dugc dao thai chi yéu bai chuyen héa qua
gan vdi ty 18 thudc khong bj bién ddi duge tim thiy trong phan
va nude tiéu 13 dudi 3%. Chit chuyén hoéa chinh trong nudc
tiéu va phan la chét chuyén hoa c6 gbc acid carboxylic (73%
lidu dung), glucuronid vi khéi lwgng thdp ciing xuét hién
trong nudc tleu 0 diéu kign nhanh thoi gian ban thai khoang
11 gio. HEé s thanh thai trong huyét tuong (CLF) khoang
500mL/phat.

QUY CACH DONG GOI:
Hép 2 vi x 10 vién nang cimg.

PIEU KIEN BAO QUAN: .

Béo quan & noi kho rao, tranh 4nh sang va do am, nhigt do
dudi 30°C.

HAN DUNG: 36 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG THUOC: TCCS.

CO SO SAN XUAT THUOC:

qud trong viéc loai trir thudc ra khéi co thé. GETZ PHARMA (PRIVATE) LIMITED

PAC TINH DUQC LUC HQC 2 Plot No. 29-30, Sector 27, Korangi Industrial Area, Karachi,
C Pakistan.

Nhiom dwge Iy: Thubc chéng viém va clufng thdp khop, C‘Ill FAX (92-21) 35057592 ~ BT (92-21) 111-111-511

khéng steroid.
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