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Celeconib —_— o

oo 200 gL
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Mau hop: Celecoxib STADA 200 mg
Kich thudc: 70x116x38 mm
Ti l&: 96%
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Thinh phdn: M3 vidn nang cing chia: —;
Cebevoxib...... i 200 mg
Td duge vika ohi.
Chi dinh, Cich ding, Ching chi dinh
va cic thing tin khac:
Xin doc trong 1 huing din s dung.
Bido quin: Trong bao bi kin, noi khd,
trénh dm., Nhitt do khing qua 30°C.
Tiéu chudn dp dyng: TCNSX 4’:
DE XA TAM TAY TRE EM _ :
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Compaosition: Each hard gelatin capsule contains

Celecoxily 200 my
Exciphenis g.5. e | Catprsube
Infi catis A indications

and other precautions:

Rusad thee fealet insiche,

Store in 4 well-closed container, in a dry place,

protect from maisture. Do pot store above 30°C
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KEEP OUT OF REACH OF CHILDREN
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Mau hop: Celecoxib STADA 200 mg
Kich thudc: 70x116x62 mm
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Celecoxib STAD“@‘ Thinh phin: Mdi vién nang aing chuba:
Celecoxiby .. ¥ i 200 mg
T o wita dh o 1 vidn
Chi djnh, Cich ding, Ching chi dinh
P va cic thing fin khic:
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Colicaib STADA @ cm Each hand gelatin capsae contains:
. Celeranib 200 mg
: Cxcipientsgs. ] capsule
C dication
and other precautions:

Read the leailet inside.

BarCOde Store in 4 well-closed containes, in 4 dey place,

profect irom meistare. Do not store above 30°C
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Mau vi: Celecoxib STADA 200 mg
Kich thudc: 67x110 mm

@ Celecoxib STADA @ Celecoxib STADA @

Celecoxib 200 mg Celecoxib 200 mg
CTY TNHH LD STADA-VIET © ST,-\D-\ STADAWN LM Co., Ltd SD\DA CTY TNHH LD STA

\DA @ Celecoxib STADA @ Celecoxib STA)/

Celecoxib 200 mg Celecoxib 200 mg 2 g
TADA CTY TNHH LD STADA-VIET NAM SI—\[IA STADANN [N Co, Lid SIAD'\ g
b STADA @ Celecoxib STADA @ Celecoxrl S
b 200 rn;, Celecoxib 200 mg Celecoxik 0
Led 5mm CTY TNHH LD STADANVIET NAM STAEH STADANN |V Co., Lid 5TAD-\

Qmub STADA @ Celecoxib STADA @ Cele

lecoxib 200 mg Celecoxib 200 mg
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Celecoxib STADA

THANH PHAN
M&mdn nang cimg Celecoxib STADA 100 ""5'3‘5'
m
Ta durge vira dd 1 uﬁ
Lactose r hry drat 1l idon, natri lauryl sulphat, magnesi stearat)
v:énnmgémf.‘oiewﬂb s‘mDA EOOrngmuu
200,0 mg
Téa duge vira dl 1 vién
Lactose ydrat, llose natri, povidon, natri lauryl sulphat, magnesi stearat)

Celecoxib STADA 100 mg. Vién nang wl:? sb 2, ndp mau vang v than méu trdng dyc,
bén trong chira bt thude mau trdng dén ring nga.

Celecoxib STADA 200 mg: Vién nang cimg 56 2, ndp va thdn mau trdng dyc, bén trong
chira bt thubc mau triing dén tréng nga.

DUFQ'C LYC HOC

Celecoxib 1@ mdt thubc chbng viém khéng steroid (NSAID),

gcluoxmennu-z (COX-2), cb téc dyng chéng viém, gidm dau, ha
a celecoxib dugc coi la (rc ché sy thng hop mllaglnneﬁn chii yéu

irc ché isoenzym cyclooxygenase-2 (COX-2). KM: véi phdn lén
g celecoxib khiing (e ché isoenzym cycloo

ﬂ . COX-1 rrm.fzymdutrucnﬁ& u hét céc md bed1 udon

COX-1 tham gia véo tao huyét khéi lnhu thic dhy tidu cA
hang F4o niém mac bdo vé cla dy day va chire néing thén (nhu duy Irl Iu'o'I méu thén).
khbn (rc ché COX-1 nén celecaxib it 6 nguy co gy pha hiy niém mac da day nhung
gcﬁclﬂcdunn phy trén thén twong ty nhu cac thubc NSAID khéng chen loc.

¢ ché chon

-

D
"ﬁp thu: Celecoxib dwgre hip thu nhanh qua dwémg tiéu hoa, Uﬁng celecoxib véi thic dn

6 nhidu chét béo lam chdm théi
@61 khodng 1 d&n
dinh hu‘y

i, Vi

gian dat ndng 4§ dinh trong huyét tromg so véi ubng lic
2 nwv lam téng 10 - 20% dién tich dudi ng cong ?UC} Néng 68
clia thuéc thuwéng dat & 3 %lér sau khi ubng mét liéu duy nhat 200
mg lie nh bbng 705 nanogam/mi. N thude & Irpng théi dn dinh trurlu
uayinmdatduvcm ngl! khéng thiy ootldllﬁy uré cao tu 65
nﬂngd@dhh tron myilm &UCI{ngAI-Ovi 50%, hmn ung 50 V&I ngudn
tré. AUC cl)a uhcn;db% tr; n dinh tEng 40 hodc 180% & suy gan nheg hodc
w: u.rong \m% va gidm 4 dr ngm&i suy than man tinh (tdc aguoc chu thén 35 - 60
blg $0 voi & ngudi binh th 3,
Thé tich phan bé & h@g &i &n dinh khodng 400 it (khodng 7,14 In-*ko] nhw »rgy
Ugﬁc p.h‘ln héﬂhl‘u vao m. O ndng 46 didu tr trong huyét twong, 97% celecox
tein huyét two
Ci héa: éllmnmng duge dwgon héa trong gan thanh cée chét chuyén héa khang cb
hoat tinh b&i iscenzym CYP450
Thai tri: Nira @i thai trir trong huyét twong cla celecoxib sau khi ubng 1a 11 gid, va hé
36 thanh théi trong nuy&tumg khodng 500 mi/phit, Nira déd cla thudc kéo dai & ngudi
; thén hodic suy gan. Celecoxib thai trir ming 27% trong nuée tibu va 57% trong
HIph n, dudi 3% libu Ilvclhll trir khéing thay

Bigu frj trigu r.hn-ng min hén khép, viém khérp dang thép & ngui lém.

Didu trj 3 lrvnu I§u phédp théng thuwéng didu tr bénh
polypdangtu ﬁdqimtrﬁnncﬂﬁn gia dinh.

Didu trj dau cdp, ké ci dau sau phiu thudt, nhé rng.

SRS

LIEU LUQNG V)

cH

Celecoxib STADA dugc dung bing duéng udng c.img ho&c khéing cling vé&i thire &n. Khi

ding celecoxib dé didu trj thodi héa xwong khép & Iém, lidu d!!u chinh theo
Eiil‘u cdu va dap Ong cla tirng nguri bénh, ding libu lhngp nhét b hidu qud.
Thodi h(unm!mg h‘x!p.
Lﬂu 200 mg/ngay ubng 1 1&n hoac chia lam 2 liiu b&nu nhau, Lidu cao hon
l-"ié Ml;giy (nh;:jm mg/lén x 2 lan/ngdy) khang ¢ hiéu qua hon.
m p &

Lidu théng t 100 - 200 Iinx!llnlni Llumhﬂuw 4n x 2 lAn/ngdy)
mmggnwnBMMllh% 2ﬂ0mg}'l‘gnx2 e e
Liéu 400 n x?lh{ngiy, ubng véo bira &n. Theo nha san xubt, 3 an toan va higu
qué cﬁl liéu phép trén 6 thang & nhl.’mq bénh nhan bénh polyp dang tuyén dai tnyc trang
cb dinh chua duge ng?u

chung vé .'ﬂdng
Lﬂu théng thuéng:

400 m 1 l&n, tiép theo 200 n‘ucﬁn trong ngay ddu. Bé tiép
tye gLim‘duu cb ihl hgn 23 mg nglypubng 2 Iln"a s

38“” rﬁ%'"uuwwmulmwﬂdu&lww phéi ding lidu khuyén cdo thdp
nhilkhi ahu didu

Suy t
Néu cin wll n% calecoxib cho i suy than ndng, ;&am sat cAn thén chire
néng than. Nlla sdn xudt khéng cb khuyén cédo dc bidt ndo chinh lidu cho nguwdi
suy lhen man.
l;'n liby khoang 50% @i véi bénh nhan s vira.
NG C‘HT I'In 2l
Bénh nhén qua min vii celecoxib, sulfonamid.
Suy tim ndng
Suy thén nﬁng (bé&nh nhén ct hié sé thanh thai creatinin duwdi 30 miphit).
Suy gan
Bénh vibm rudt
Loét d tiéu hoa dang tién trién hodic méu dudng tigu hda.

wong
Bénh nhan no Hln ufr harl. da hnic : an (g kidu di khac nhau khi dun
aspirin hodc MZn y ph cho vé gdc phhm kidu phan vé l'singq
d&i khi a«!v h? vona. VM céc thube NSND & nhfrng bénh nhan nay.

Celecoxib khéng chi dinh ding cho tré e
Celecoxib khéng chi dinh ding didu tri dm sau phlu thuit thay thé ddng mach vanh,

THAN TRONG

co tim mach: Céc thude N Doolhélimw cor huydt khdi tim mach, nhbi
rrgl?wimviquum s@n nq r?ﬁngw haﬁyﬂ wm\.qu
trinh didu trf, Bonhnhlnhunhhm lﬁnguycurbqnh
nguy co cao hom.
Nﬁgu y cor durdrng tidu hoa: Céc lhuéc NSAID ¢ thé n&y hau qui lghlom:? irén duémg
hoa mdﬁymlu loét, va thin: d::ll n dén tir vong.
Céc tdc dyng phy nghiém trong ndy cg th t hién bat I:% thérd dikm ndo, cb hodic khéng
cé tridu chimg cdnh bin, trén nhﬁu bénh nhén dugc didu ti bing cdc thube NSAID.
Bénh i dwywmoﬂmuuuhé
Anh huéng trén Ihgn Dung lau ngdy thube NSAID gly hoai tir nhu thén v céc thn
fn dgc tinh thin trén nhimg bénh nhan ma gmmghndm thén cé
vai trﬂnhﬁ trgr tmngt:li duy Iﬂ Iy lrgng mdu qua thén. SU dung thube NSAID trén nhimg

nhdn U' hinh mau E staglandin phy thugc lidu va ké dén lam
-l unlycéi mnnanh:h&mwmﬂb«oﬂaﬂﬂn Nnuy
co ndy cao nhi Nn‘swh suy gan, ngudri da ng thubc lgi tidu va

a a nj cao twbi. Tngng thirémg chirc néng
lﬂg tri Ihulk. NS
u

Bénh th&n: Chura cé théng tin tir céc nghién ciru dm sang cé kifm soat lién quan dén st

dyng celecoxib trén nhimg bénh nhin bj bénh than. Vi diéu trj ban Eﬁrxhca:ib khéng

khuyén céo trén nhng bénh nhan bj bénh théan. Néu cén phil ding thu

chiit ché chirc néng than clia bénh nhan.

Vi chura 5 celecoxb cé lam gidm nguy co ung thu dai tnge tréng lién quan dén bénh
dang n dgi tnyc trang €6 tinh rhitdg'a dinh hJ' khéng, nén vin phal tiép tuc
tzc M&y nhu thirémg 18, phii theo dbi ndi soi, cit bd dal trye trang ndu cln.

c : Chuyén héa cla celecoxib qua trung gian cytechrom P450 2C8. Sir dyng dbng
lhdri celecoxib vii céc thudc cb thc dyng (rc ché enzym ndy co thé dnh hudng dén duge

thi nén theo

ddng hec clia mlnwxb nén phdi than trgng khi diing dbng thiri céc thubc nay. gjm ra,
celecoxib om P450 206. Do d6 cb khd ndng twong téc gilra ecoxib
va cic m&c chw héa bdi P450 2D6.
dlu'yén anglotensin: Céc thubc NSAID cb mé 1am gidm téc dyng
l&ng huyh ip clia céc thude (e ché enzym wizin angiotensi
T.'I‘u.rd?: Céc thudc NSAID cb thé 1am gidm tac dung ting hdl tiét natri nidu cda
rmnemud va thiazid & mét s& bénh nhan.

Aspirin; Mac di ¢ thé ding celecoxib ciing voi lidu thip aspirin, viéc siy dung déng thei 2
NSAID nay cb thé din din téng ty I& loét dwomg tidu hoa hodc cac bién chgng khéc, so
véi vic dung celecoxib riéng r8. Vi khéng cé tac dyng khang tidu clu, celecoxib khong
Eh&i 1 thubc thay thé aspirin d6i véi vide dy phéng bénh ﬂin gwgi
luconazol: Ding 84ng théi celecoxib véi fluconazol cb thé din dén ting déng ké ndng

huyét trong ciia celecoxib. Nén bit ddu didu trj celecoxib véi libu khuyén ding thép nhat
& ngu-h bénh ding fluconazol ddng théri.

elecoxib ¢4 thé 1am gidm sy thanh théi thén cla lithi, didu nay din dén ting ndng
d¢ Ihhi huyii twong. Cn theo déi chit ché ngudi li:gnh ding dbng thei lithi va
mul;umh dc. déu thu db¢c cla lithi va cdn didu chinh liéu cho phi hop khi bat diu
hodic ngirng

Mn’ﬂm Céc mn d'n.mn chdy méu két hop véi ling théi gian rombin A& xdy ra &
mét sé nguei bénh (chi yéu ngudi cao tudi) khi ding celecoxib ddng thér véi warfarin. Do
66 cin theo déi cac xét nghiém vé déng méu nhu théi glan prothrombin, ddc biét rong

yngiy adu sau khi bt ddu hodic thay ddi ligu phap, vi cac ngudi bénh ndy cb nguy co

PHY NB' CEF"FH%E'CHD CON BU

Phy nircé

Chg dén nay, dllrl b céc nghién clru dly A0 vé celecoxib & phy nlr mang thai. Chi nén
diing celecoxib cho phy nir mang thai khi lgi ich cao hon nguy co cb thé xdy ra dbi véi
thai nhi. Khéng ding celecoxib & 3 théng cubl cla thal ky, vi céc chilt Urc ché thng hop
; nngimdnoé M 4 téc dung xbu trén hé tim mach cla thai.

Cllin blzl c-elenmb ©b duge phin bd vao ska me hay khdng. Vi celecoxib co thé co

:ho;‘?‘l:: dung mong mubn ndgmom trong dr tré nhd bd sira me, cdn cén nhic loi/
@i € Ny un.
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Btnh nhln hoa mét, chéng mat, hay ngh ga trong khi ding celecoxib thi khéng nén 14
xe hay vén hanh may mée.

AC D\ﬂgﬁ PHY
T"NW au byng, tidu chay, kh tidu, by hoi, budn

H‘d mi - \iém hong, viém m), viém xoang, nhiém khuln duong hé hap trén,
n.hhh trung wong: Mt ngd, chéng mét, nhic diu.

chung‘ Dau lung, phi ngoai bién.
Hiém

Tt g g s

I n, viém tinh mac|

T;g" m"ﬂ! rugt, lhunu rubl chdy

thire quan, vidm tuy, tic

Gan mit: Bgnh sdi m‘é“m gan, v 2&“ gu

dmﬁr:oc: Gnim tidu chu, mét bach clu hat, thidu méu khéng 14l tao, gidm todn thé huydt
m

mmmm dnmu huyét

Hﬂh.l kinh wong: M&t didu héa, hoang turdng ty sat.

Da:

M?ML ngh&n mach phdi, tai bién mach méu ndo,
khdi, viem
u duémg tieu hoa, viém dal trang chdy mau, thing

n

Thin: Suy th!n P, viém than ké.

Ban Eé viém da trée, h§i chirng Stevens-Johnson.
Chung: Nhi nchﬁdoinw.punongmsuphanvo.mmh

iluu:;g thubc NSAID cb thé qiy ngﬂ lim, ngl lo mo, bubn m!m nén va dau
thugng vi; cdc bidu hién nlgdh héi vai viéc didu tr né nﬂ . Ciing xdy ra ¢

d?r&n tiéu héa. Céc bidu hi.ﬂ xiy ra hiém hom la ting huy, ig suy thin dg
chéholli va hén mé. Cac ph knluphdnvﬁdidwclhﬁng &0 v lidu didu
clia cdc Ihllﬁc NSAID vé cb thé Kﬂ!‘lmihl qué lidu,

gqui libu thube NSAID bao gdm dibu trj triéu chimg va ndng d& khing cé th
dii dbc ddc hidu dﬁl \iﬂ'l. thubc NSAID, Trong 4 gi¢ dlu sau ding q.li by, liéu phﬁp gay
nén valhodc du hogt (60 - 100 g cho ngudi Ién, hodc 1 - /kg cho tré em),
vahodc mdt th TE thy ﬂlim théu co cb ich d8i vai nhirng nwdﬂﬂbénh a& co tridu
chumho&c a8 ubng mt leong thude qud lém.

T'Sﬂﬁa'm kin, noi khd, trénh 4m. Nhiét 88 khing qué 30°C.
" 24 thang ké tir dn xudt.
o e i

Vi 10 vién. Hdp 3 vi.
Wi 10 vién. Hop 6 vi
Vi 10 vién. Hﬁ%iﬂ vi.

Tiu chudn nha ain xuh
THUOGC NAY CHI DUNG THEO PON CUA BAC s

Dé xa Mm tré em
Khéng ding thubc M.Mrl s o‘um
&hmﬂna& khi dung
thém théng tin, mnapmnmn
Théng béo cho béc s nhirg téc dung khéng mong mudn
giip phil khi st dyng thude

Ngdy duyét néi dung toa: 04/06/2013.
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K83/1 Nguyln Thj Séc, Ap M§ Héa 2,

X& Xulin Théi Ddng, Huyén Héc Mon,
Tp Hé Chi Minh, Vigt Nam.
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