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200 mg

SAn xudt bdi:

Danwon-gu,
Hin Qu6c.

68beon-gil,
Gyeonggi-do,

Composition:
Each hard capsule contains Celecoxib 200 mg.
lndication, Dosage & Mode of Administration,
Contraindication and other information:
Read the package leaflet enclosed.
Storage conditions: Store in a tight container,
below 30oC, protected from light and moisture.
Shelf-life:36 months from the mfg. date.
5pecifi cations: I n-House.

Thinh phdn:
M6i vi6n nang crlng c6 ch(a Celecoxib 200 mg.
Chl dinh, Li6u l(ong & C6ch dirng, Ch6ng <hi
ilinh vir c5c th6ng tin kh5c:
Xem trong td hudng d6n srl dung thudc kdm theo.
Di6u kiCn b6o guin: Bio quin trong bao bi kin,
nhi6t ef6 dudi 3ooc, trSnh dnh s5ng vi dm.
Han ding: 36 thiing kd tir ngiy s6n xudt.
lrcu (huan: ILL5.

xuSt x[t: Hirn Qudc.

DNNK:

SOK / Visa No. :

LSX / Batch No.:
NSX / Mfg. Date:
HSD / Exp. Date:
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CEOZIME Capsule
Celecoxib 200 mg

Khuy6n c6o:

Doc W htrong ddn sie dqng trtroc khi dilng.

Dd xa im tay trd em.

Thong bdo ngay cho bdc s! hoQc dttqc si nhirng tdc dyng khong mong muiin gQp phai khjT y',
su dung thuoc. Ndu c,in thOm thong tin xin hdi j, kiiln bdc s! hoSc duqc s!. /UUr'
fhuiicTay chi ditng theo don cila bdc si. / '/

Thinh phin - hhm luqng cfra thu6c:

Vt6i viCn nang cri'ng c6 chri'a:

Hoqt chat; Celecoxib .200 mg

Td &rqc. Lactose monohydrate, sodium lauryl sulfate, povidone K-30, croscarmellose sodium,

magnesium stearate, capsule #2.

Dang bio ch6: Vi6n nang ct'ng

Quy c6ch d6ng g6i: HQp 3 vi x l0 vi6n.

Dugc lgc hgc:

Nhdm tdc dqng dtryc ly: Thu6c ch6ng vi€m kh6ng steroid

Md ATC: M0l AHOl
Celecoxib ld mQt thu6c ch6ng vi€m khdng steroid, ['c ch6 chon lgc cyclooxygenase-2 (COX-2),

c6 c6c t6c dung diAu tri ch6ng vi6m, gi6m dau, hq s6t. Co ch6 t6c dqng c[ra celecoxib ld do fc
.t l ,

ch€ su t6ng hgp prostaglandin, chi y6u thdng qua t6c dung 0'c ch€ isoenzym cyclooxygenase-2

(COX-2), dAn dtin ldm gi6m sU tao thdnh c6c ti6n ch6t cta prostaglandin. Kh6c voi phAn lon c6c

thudc ch6ng vi€m kh6ng steroid c6 truoc ddy, celecoxib kh6ng 0'c chti isoenzym cyclo-

oxygenase-l (COX-l) vdi c6c n6ng dQ di6u tri o nguoi. COX-l ld mQt enzym c6u tric c6 o hAu

h6t c6c m6, bach cAu don nhdn to vd titlu cAu. COX-l tham gia viro tao huy6t kh6i lnhu'th0c d6ry
.:, :. ^ti€u cdu ngung t4p) duy tri hing riro ni6m mac bdo v€ cfra da ddy vdr chri'c ning th4n (nhu duy tri

tudi m6u thfln). Do kh6ng ti'c chti COX-l n6n celecoxib (t c6 nguy co gdy ctrc tric dpng php (vf dU
,A. ,, ..A I .^ -, ., i
d6i voi tieu cdu ni€m mac d4 ddy), nhung i6 th6 gAy c6c t6c dqng phU o than tuong tu nhu' c6c

thu6c ch6ng vi6m kh6ng steroid kh6ng chon loc.

Duqc dQng hgc:

Hdp thu
Celecoxib rlu-o.c h6p thu nhanh qua duo'ng ti6u h6a. Udng celecoxib v6i th0'c In c6 nhi6u ch6t

I
*,

t

beo ldm ch4m thoi gian dat n6ng dQ dinh trong huy6t tu'ong so v6'i u6ng ltc d6i khoAng I

4
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giovd lim tdng lO -20% di€n tich duoi duong cong (AUC). C6 th0 dtng celecoxib d6ngthoi
vdi thr?c In mir kh6ng cAn chti 1i d6n tho'i gian c6c bfi'a 5n. N6ng d0 dinh trong huy6t tuong cta
thu6c thuong d4t o 3 gio sau khi u6ng mQt li€u duy nh6t 200 mg hic d6i, vir trung binh bing 705

nglmL. N6ng dQ thu6c o trang th6i 6n dinh trong huy6t tuong dat duoc trong vdng 5 ngdy; khOng

th5y c6 tich lu!. O nguoi cao tu6i tr6n 65 tu6i, n6ng dQ dinh trong huy6t tu'ong vd AUC tang 40

vit 50o/o, tuong ['ng, so vdi nguoi tr€; AUC cta celecoxib o'tr4ng th6i 6n dinh tdng 40 ho4c 180%

o nguoi suy gan nhe ho{c vila, tuong ring, vd giilm 4Ooh o nguo'i suy th6n man t(nh (t6c dQ lec ,.".^
cAu th6n 35 - 60 mL/ph[t) so voi 6'nguoi binh thuong /((t,
Phan bd / --'
Thil tfch ph6n b5 o tr4ng th6i 6n dinh khodng 400 L (kho6ng 7,14 Llkg) nhu v6y thu6c ph6n b6

nhidu vdo m6. O n6ng dQ di€u trj trong huy6t tuong, 97%o celecoxib gin v6i protein huy6t tu'ong.

Chuydn hda

Celecoxib duoc chuy6n h6a trong gan thdrnh c6c ch6t chuy6n h6a kh6ng c6 hoat tinh bcri isoenzym

CYPaso 2C9.

Thdi tr*
Nta doi thai trt trong huy6t tuong c0a celecoxib sau khi u6ng ld I I gio', vd hQ s6 thanh thdi trong
huy6t tuong khodng 500 mL/phrit. N0'a doi cria thu5c kdo ddi o nguoi suy thAn ho[c suy gan.

Celecoxib thai tri'khodng ZTYotrong nuoc ti6u vd,57o/o trong phAn, du6'i 3% li6u duoc th6i tril
kh6ng thay tl6i.

Chi tlinh:
. Didu tri tri€u chi'ng tho6i h6a khop o'nguoi lon.
. Di6u tri triCu ch0'ng vi€m kh6'p dang thdp o ngu'o'i l6'n.
. Di6u tri trieu chfi'ng vi€m c6t sdng dinh khcrp o nguoi lon.
. Didu tri dau c6p, k6 cA dau sau ph5u thudt, nh6 rdng.
. Didu tr! th6ng kinh nguy6n ph6t.

Liiiu luqng vh cr{ch dtng:
Oe aieu tri tho6i h6a xuong - khdp, li6u phdi di6u chinh theo nhu cAu vir il6p ung cia tirng nguoi

bQnh, tim li€u th6p nh6t mdr c6 hiQu qu6 trong tho'i gian ng6n nh6t.

Thodi h6a xuong - khtrp: Li€u th6ng thudng: 200 mg/lAn/ngdy. Lidu cao hon 200 mg/ngdy (nhu

200 mg/lAn x 2 lAn/ngdy) kh6ng c6 hiQu qud hon.

ViAn khop dqng thdp n ngutri km:Li€u thdng thuong:200 mg/lAn x I hoac 2ldnlngity, c6 thd

u6ng kh6ng cAn chir 1i dtin bfi'a 5n. Li6u cao hcrn (400 mg x 2 lAn/ngdy) kh6ng c6 t6c dung t6t

hon li€u 100 - 200 mgx2lAn/ngdy vd ph6i u6ng viro b0'a an (cung voi th['c an) d6 cAi thi6n h6p

thu.

ViAn c\t song dinh khop tr ngmii lon. Li6u th6ng thud'ng: 200 mg ding mdt l6n m6i ngdy hodc

chia thdnh hai lAn. Tnng liAu l6n 400 mg m6t lAn m5i ngiry hodc chia2lAn c6 th6 lam gi6m nhe

triOu chfng o mQt s6 ft Ugntr nh6n. N6u kh6ng c6 hiQu qud sau hai tudn di6u tr! cAn *em xet c6c

liQu ph6p di6u tri kh6c.
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Dau cdp, kd cd clau sou phiu thuqr, nhd rdng:Lidu thdng thudng o nguoi lon:400 mg u5ng
I lAn, tir5p theo 200 mg n6u cAn, trong ngdy dAu. De ti6p tuc gi6m dau, c6 th6 cho li6u 200 mg

. x ^.t t l
ngay uong I lan, neu can.

Thiing kinh: Li€u th6ng thuong o nguoi lon: 400 mg u6ng I lAn, ti€p theo 200 mg n6u cAn, trong
ngdy dAu. D6 gi6m tri€u chfng, c6 th6 cho li6u 200 mg ngdy u6ng 2 lAn, n6u cAn.

I-i6u t6i daduoc khuytin c6o dtng hdng ngdy 1e400 mgcho tdtchcttcchi ilinh.
D6i tuone dac bi€t:

Ngudi cao rudi e 65 ntiil: Khdng cAn di€u chinh li6u, mac dil n6ng dQ thu6c tdng trong huy6t /// .

tuong. Tuy nhi6n, AOi vOi nguoi cao tu6i c6 trong luong co thii dudi 50 kg, phAi dnng fiCu/ft,(,
khuyZn c6o th6p ntr6t rtri uat JAu di6u tri. / ---
Suy thQn: Chua duoc nghiOn c[ru vd kh6ng khuyrin c6o dung cho ngudi suy thAn. Ni5u cAn thitit

phii dung celecoxib cho nguoi suy thdn nhe vd vira, phAi girim s6t cAn thAn ch0'c ndng th6n. Nhd

s6n xu6t kh6ng c6 khuyiSn ciio dac biQt nio uA OiCu chinh li6u cho ngudi suy th4n man.

Suy gan: Chua dugc nghi€n c[r'u. Theo nhir sdn xu6t, kh6ng duoc dtng cho nguoi b6nh suy gan

npng. D6i vdi suy gan vtra, nhir sAn xu6t khuytin c6o gidm li6u khoing 50%.

Bdnh nhan chuydn h6a kdn qua CYP2C9. Cdn thAn trong khi dung celecoxib cho nhfi'ng bOnh

nhdn dd bi6t hoAc nghi ngo'chuy,5n h6a kdm qua CYP2C9 dua tr6n kiiSu di truydn vir ti,5n st/kinh

nghiQm st'dung c6c co ch6t kh6c cia CYP2C9. Xem xdt 6p dung m[r'c li€u bing '/rfiAu th6p nh6t

dugc khuy6n c6o.

Tre em: Khdng dung cho tre em.

Ch6ng chi ilinh:

. MAn c6m vdi celecoxib ho4c voi U6t t<i'thdnh phin niro c[ra thu6c.

. Ti6n st'min cdm voi sulfonamid.

' Suy tim n6ng.
. Suy thdn ndng (he s6 thanh thii creatinin du6i 30 mL/ph[t).
. Suy gan n{ng.
. Bqnh vi6m ruQt (benh Crohn, vi6m lodt dqi trdng).

. Ti6n st b! hen, miry day, hoic c6c phin ['ng ki€u di fng kh6c sau khi dirng aspirin hodc c6c

thudc ch6ng vi6m kh6ng steroid kh6c. Ed c6 b6o c6o vA c6c ph6n rl'ng ki6u phin v€ nang, d6i khi

g6y chrit, v6i c6c thu6c ch6ng vi6m kh6ng steroid o'nhfi'ng nguoi bQnh ndy.

. Lodt da ddy hoac chiy m6u ti€u h6a ti6n tritln.

. phu nfi'c6 thai, phy nfi'c6 kha ndng mang thai md kh6ng dilng biQn ph6p tr6nh thai hi6u qu6.

' PhU nir cho con bt.
. Suy tim sung huytit (NYHA II-lV).
. Bgnh tim thi6u m6u, bQnh dQng mach ngoai bi6n, bQnh m4ch m6u nao.

. Bgnh nhdn vila trii qua phiu thuQt b6c cAu ddng m4ch vdnh'

Th$n trgng:

,.
I

I
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+ ThAn ns khi din thu6c
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Cdc tdc dQng ffAn tim mach
. Huy6t kh6i tim mach: Cric thu6c ch6ng vi6m kh6ng steroid (NSAIDs), kh6ng phdi aspirin,

dung duong tohn th6n, c6 th6 lim tlng nguy co xu6t hiQn bi6n c6 huytit kh6i tim mach, bao g6m

ci nh6i m6u co tim vir dQt quy, c6 th€ ddn dr5n ti'vong. Nguy co ndy c6 th6 xu6t hiQn som trong

viri tuAn dAu dtng thu6c vd c6 th,S ting l6n theo thoi gian dung thu6c. Nguy co huy6t khOi tim

mach ilugc ghi nh4n cht ytiu o li6u cao.

B6c sI cAn drinh gi6 dinh kj, su xu6t hi€n cr}a c6c bi6n c6 tim m4ch, ngay ctt khi b€nh nhdn kh6ng

c6 c6c tri6u chung tim mach tru6c d6. BOnh nh6n cAn duo-c canh b6o-v6 cric triQu chfng cta bien //k;i.
cd tim mach nghi€m trong vi cAn thdm kh6m bric sT ngay khi xu6t hi6n cilc tri6u chfng ndy. / 7
Dd gi6m thi€u nguy co xu6t hiQn bi6n cO U6t lgi, cAn sri'dung celecoxib o li6u hdng ngdy thd'p

nhdt c6 hiQu qud trong thoi gian ngin nh6t c6 th6 2 th[r'nghiQm l6m sirng lon, c6 dOi chung ve

mQt NSAID tec dQng chgn loc tr6n COX-2 khiic trong di€u tri dau l0-14 ngdy dAu sau khi ph6u

thu4t ghep mach d6ng mach vdnh nhdn tao (CABG) cho th6y c6 sr,r tang tj' IQ nh6i m6u co tim vd

dQt quy (xem phAn Ch6ng chi dinh).

Celecoxib kh6ng phAi ld mQt ch6t thay th6 cho acid acetylsalicylic trong dp'phong c6c b6nh t6c

ngh6n huy6t kh6i tim mach do thiiSu t6c d6ng tr6n ch['c ndng ti6u cAu. Boi vi celecoxib khdng ['c
ch6 sg k6t tap ti€u cAu, kh6ng n€n ngung c6c tri liQu kh6ng ti6u cAu (nhu acid acetylsalicylic).
. TIng huy6t 6p: Cfrng nhu tdtcActrc NSAlDs, celecoxib c6 th6 ldm khoi ph6t ccrn tang huy6t

rip hoqc ldm tinh trang t6ng huyt5t 6p v6n c6 nlng th6m, cd hai y6u t6 ndy ddu c6 th6 ldm tang

bi6n c6 tim mach. Ndn thdn trong khi dung NSAIDs, k6 cd celecoxib tr6n b6nh nh6n tang huy6t

6p. CAn theo d6i huytit 6p chAt che khi b6t dAu di6u tri v6'i celecoxib cfrng nhu trong su6t thdi
. -.1gran dleu tr!.

. U'dich vd phu: Cfrng gi6ng nhu'c6c thu6c c6 t6c dpng t'c ch6 t6ng hqp prostaglandin, phir vd

0'dich duo-c ghi nhdn o m6t phAn b6nh nh6n ding celecoxib. Do d6, cAn theo d6i ch{t chE bQnh

nh6n b! suy tim sung huy6t ho{c tang huytit 6p tir trudc. N€n dirng celecoxib th6n trong cho c6c

b6nh nhdn da bi t6n thuong chfc ndng tim, phir hodc c6c tinh trang c6 khA ning tro n€n trdm

trong hon do ri dich vd phi bao gtim nhirng nguoi dung thu6c lgi ti6u, holc c6 nguy co giAm th6

tich m6u.

Cdc tac dong ftAn dwdng fiAu hoa: ThrJrng du'ong ti6u h6a tr€n vd duoi, lodt hoac chdy mrlu dd

x6y ra v6i bQnh nh6n ding celecoxib. Nhfr'ng b6nh nhAn c6 nguy co cao nhAt bi nhirng bi6n

chung duong ti6u h6a loai niry khi dung c6c thu6c NSAIDs bao g6m: nguoi cao tu6i, b€nh nhdn

bi c6c bQnh tim m4ch, bqnh nh6n dang dirng aspirin, c6c glucocorticoid hodc c6c NSAIDs kh6c,

b6nh nhdn ding th0'c u6ng c6 c6n hoac bQnh nhdn c6 ti6n s0'hoac dang bi cric b€nh duong ti6u

h6a titln tri6n nhu lo6t, c6c tinh trang chAy m6u hodc vi6m iludng ti€u h6a. HAu htlt c6c b6o c6o
: ,.^ I

ng6u nhi6n vC c6c truong hqp t0'vong do bi6n cd tr6n du'ong ti6u hori c6 li6n quan d6n celecoxib

lh tr€n ciic b€nh nhdn th6 ch6't ytlu hoac nguo'i cao tu6i.

Cdc tdc dong bAn thQn: Cttc NSAIDs bao g6m celecoxib c6 tne g6y dQc cho thdn. C6c tht'
nghiQm l6m sirng voi celecoxib d5 chi ra circ t6c d6ng tuong tu nhu voi c6c NSAIDs kh6c duoc

so s6nh. BCnh nhin c6 nguy co nhi6m dQc thpn cao nh6t lir nguoi suy chilc ndng th4n, suy tim,

suy chfrc nlng gan vir nguoi cao tu6i. CAn theo d6i c6n thQn nhfi'ng bQnh nh6n ndy khi di6u trl

a

'r

!=l

bing celecoxib.
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CAn thAn trgng khi bat dAu <ti6u tri cho bQnh nh6n bi m6t nuoc. Tru'oc ti6n n6n bu nuoc cho b6nh

nh6n riii mdi bit dAu di6u tri bing celecoxib.

B,Anh than fi6n M€n: CAn theo d6i ch4t chE cht'c nlng th6n o bQnh nhdn bi bQnh th4n ti6n tri6n

dung celecoxib.

Phdn r.ng phdn v€: C0ng nhu c6c thu6c NSAIDs n6i chung, c6c ph6n ['ng phdn v€ d5 xdy ra v6i

b€nh nh6n ding celecoxib.

Cdc phan rcng nghiAm ftpng ffAn da: CAc phAn 0'ng nghi€m trgng tr6n da, m6t sO OAn d6n tft
.l

vong, bao g6m vi€m da tr6c vAy, hdi chfng Steven-Johnson, vd ho4i tti' bi6u bi nhi6m ddc, dd

duoc b6o c6o nhung r6t hitim g5p trong sri dung celecoxib. BOnh nhdn thuong c6 nguy co cao
, ,.i ,( .

voi c6c bi6n c6 nay trong giai doan sdm cta qu6 trinh di6u tri, c6c truong hop niry xdy ra chu y6u

trong th6ng dAu ti6n dirng thu6c. CAn ngung dtng celecoxib ngay khi xudt hi€n mAn ,Jo d^. 16^ //L
thucrng ni6m m4c, hoac b6t kj,d6u hi€u qud m6n ndo. 17
Cdc tdc dQng ftAn gan: Chua c6 nghiCn cri'u tr€n c6c b6nh nhAn suy gan ndng (Child-Pugh d0 C).

Kh6ng sri'dung celecoxib tr€n c6c b€nh nhdn suy gan nang. Celecoxib cAn duoc sri dung thdn

trgng tr6n c6c bQnh nhAn suy gan vu'a (Child-Pugh d9 B), vd n6n bat dAu v6i li€u b6ng m6t nt'a

li6u khuyi5n crio.

Cdctirc dpng kh6ng mong mu6n nghiCm trgng hi6m gap tr6n gan. bao g6m vi6m gan kich ph6t

(mQt sd trudng hqp gdy t0'vong), hoai tt'gan vd suy gan (rnQt s6 trudng hqp g6y tri'vong hodc

cAn ph6i ghdp gan) dd dugc biio c6o voi celecoxib.

B€nh nhdn c6 c6c tri6u ch0'ng valho6c ddLu hieu cta suy gan hodc nguoi c6 xdt nghiQm chri'c nang

gan b6t thuong cAn duoc theo d6i chat chc vdc6c d6u hi6u ph6t triiln phin fng tr6n gan trAm

trong hon trong qu6 trinh di6u tri vdi celecoxib.

Sir dang ding thdi voi thu6c chiing dong ndu dudng udng: YiQc srlr dung d6ng thoi cric NSAIDs
v6i thu6c ch6ng d6ng m6u duong u6ng ldm tang nguy co xu6t huy6t vd cAn duoc su dung thdn

trgng. C6c thu6c ch6ng d6ng m6u duong u6ng bao g6m c6c thu6c d4ng warfarin/coumarin vd

ciic thu6c chdng ddng m6u duong u6ng th6 h€ moi (nhu apixaban, dabigatran vd rivaroxaban).

Ed c6 b6o c6o vd trudng hqp chiy m6u nghiCm trgng tr0n c6c b6nh nhdn dang dtng d6ng thoi
voi warfarin hodc cbc chdt tuong tp, trong d6 c6 mQt s6 tru'dng hqp g6y tt'vong. Do d6 c6 b6o,:.
cdo v€ tang thoi gian prothrombin (lNR), t6c dpng ch6ng d6ng/lNR cdn duoc theo d6i o nhfi'ng

b€nh nhdn dung thu6c ch6ng d6ng dang warfarin/counrarin ho4c chinh lidu sau khi bit d6u di6u

tri bang celecoxib (xem phAn Tuo'ng t6c cta thu6c).

Tong quan: Voi t6c dgng gi6m vi€m, celecoxib c6 th6 lam mo c6c d6u hieu ch6n do6n, nhu tri6u

chfng s6t trong ch6n do6n nhi6m trung.

CAn tr6nh ding d6ng thdi celecoxib voi m6t thu6c NSAIDs kh6ng ph6i aspirin.

Uc che CYP 2D6: Celecoxib cho th6y c6 khi ndng ['c chti CypZO6 o mri'c trung binh. O5i vOi

nhirng thu5c duoc chuy6n h6a boi CYP2D6, c6 thi5 cAn phdi gi6m liAu trong thdi gian b6t dAu

di6u tr! b[ng celecoxib ho{c tdng li6u khi ngung di€u tr! bdng celecoxib.

Chuydn h6a luim qua CYP2C9:

Nhirng bQnh nhAn da bitit hodc nghi ngo chuy6n h6a kdm qua CYP2C9 dq'a tr6n ti6n srlr/kinh

a

I

I
)

m
X

nghi€m vdi c6c co- ch6t cta CYP2C9 kh6c cAn th6n trong khi dirng celecoxib.

.. .,,
,.;,
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Thu6c c6 chtra lactose. B6nh nh6n c6 v6n de di truyen hitim g?p nhu' kh6ng dung nap galactose,

thitiu hqt Lapp lactase ho4c kem h6p thu glucose-galactose kh6ng n6n dtng thu6c ndy.

+ C6c khuy6n ciio dung thu6c cho phu nfi'c6 thai vd cho con b0:

Thdi W mang thai
Chua c6 nghi€n ci'u tr€n phu nfi'c6 thai. MQt sO nghiCn c[r'u tr6n dQng v4t cho thAy c6 dQc tinh

trdn sinh s6n. Chua c6 c6c dfr' lieu tuong duong tr6n ngudi.

Celecoxib, cfrng nhu c6c thu6c ri'c chti t6ng hop prostaglandin kh6c, c6 th6 g6y v6 luc co tti cung

vir rl6ng som 5ng dQng m4ch cht, kh6ng n6n dirng celecoxib viro 3 thilng cu6i cta thai kj,.

Chi n€n dtng celecoxib khi mang thai ntiu lgi ich c6 th€ c6 aOi vOi nguoi me vuoft tr6i nguy ca //7 /
tidm tdng a6i voi thai nhi. /LLL2'/ --"-
U'c chti t6ng hqp prostaglandin c6 th6 gAy 6nh huong b6t lqi cho phu nfr' mang thai. Dfr' liQu tn'

c6c nghiCn cuu dich t6 cho th6y nguy co s6y thai tu ph6t tdng l6n sau khi dung c6c thu6c ric ch€

t6ng hqp prostaglandin trong giai doan s6'm c0a thai kj,. Dung c6c thudc ['c ch6 t6ng hgp

prostaglandin tr6n dQng v4t cho thdLy nguy co's6y thai tang l6n o giai doan tru'oc vd sau khi phdi

ldm t6.

fhdi W cho con bti

Nghi6n ct'u tr6n chu6t cho th6y celecoxib dugc biri ti6t qua sfi'a vdi n6ng dQ tuong duong v6i
n6ng dQ trong huy6t tu'ong. Trdn phu n0' cho con bt dung celecoxib, r6t it celecoxib xu6t hiQn

trong sfi'a. Vi c6 th6 c6 t6c dung kh6ng mong mu6n c0a celecoxib tr€n trd dang bri me, tuy theo

lgi ich crha thudc voi nguo'i me, n€n c6n nhic ngi'ng thu6c hay ngtlng cho con b[r.

inh huong t\n khd ndng sinh sdn

Dua tr6n co ch6 hoat d6ng, vi6c sti'dung c6c NSAID, k6 c6 celecoxib c6 thd gdy tri hodn hodc

ngan cdn su rung trt'ng, li€n quan d6n hien tuong vd sinh c6 th6 phqc h6i o mQt s6 phu nfr'.

Nhirng phq nir kh6 thq thai hay dang chfr'a v6 sinh, cin c6n nhic vi€c ngung dung ciic NSAID,
bao g6m cd celecoxib.
+c6ne]aleqfugusiyanhdnhm6ym6c,danel6itiruxevdc6c
truons hop kh5c):

Thu6c c6 th6 gdy ra phAn irng bdt lqi ld m6t ngt, ch6ng mf,t, nh['c dAu n6n cAn th4n trong khi tham

gia l6i xe vd v6n hdnh m6y m6c.

Tuong tic ciia thu5c:
. Sf dpng d6ng thoi vdi thu6c chdng d6ng m6u duong udng:ViQc st' dung d6ng thoi cric

NSAID voi thu6c ch6ng d6ng mdu duong u6ng ldm tdng nguy co xu6t huy6t vd cAn duoc sti

dung thdn trong. Cric thu6c ch6ng d6ng m6u du'ong u6ng bao g6m ctrc thu6c dang

warfarin/coumarin vir c6c thu5c ch5ng d6ng m6u duong u6ng th6 hC mdi (nhu apixaban,

dabigatran vd rivaroxaban). Dd c6 b6o c6o v6 truong hqp chdy mdu nghidm trgng tr6n c6c b6nh

nhdn dang dilng rl6ng thoi v6i warfarin hodc c6c ch6t tuong tU, trong d6 c6 mQt sO trudng hop

gdy tt'vong. Do dd c6 b6o c6o vA tlng thoi gian prothrombin (lNR), t6c dqng chdng dOng/lNR

cAn duoc theo d6i o' nhfi'ng b6nh nhdn ding thu6c ch6ng d6ng d4ng warfarin/coumarin hodc

chinh li€u sau khi bat dAu di6u tr! bing celecoxib.
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' Cic thu5c chdng t[ng huy6t 6p bao g6m c6c ch6t ['c ch6 men chuy€n angiotensin (ACEI),
chdt OOi khrlng thu th6 angiotensin II (ARB), c6c thu6c loi ti6u vir c5c thu6c chen beta: Sg fc ch€
prostaglandin c6 th6 ldm gi6m tric dung cria c6c thu6c ch6ng t[ng huydt 6p bao g6m ACEI
vd/hodc ARB, thu6c loi ti€u vi thu5c chen beta. CAn luu y tuong t6c ndy khi dtng d6ng thoi
celecoxib vdi ACEI valhoac ARB, thu6c lgi ti6u vd thu6c chen beta.

^,(.' Doi vdi nguoi cao tu6i, bi gi6m thd tich tudn hodn (bao g6m cA bQnh nhdn dang ding thu6c
lqi ti6u) hoac bi tdn thuong chftc nang th6n, vi6c kdt hqp c6c thu6c NSAIDs, bao gdm cd thu6c
tic ch6 chon loc COX-2, v6i thu6c ri'c chti men chuy6n angiotensin, thu6c OOi t<nang thq thC

angiotensin II hodc thu6c lqi tieu c6 thii giy tdn hai chrl'c ndng thdn, bao gdm suy th6n cdLp tinh.
T6c dung niry thuong c6 th6 phpc h6i. Vi vdy, cAn th6n trong khi su'dqng d6ng thoi nh0'ng thu6c

ndy. CAn cho b6nh nhdn u6ng nu6c dAy d[r vd, vd m[t l6m sdng, cAn theo d6i, d6nh gi6 chuc ndng 77/ .

than khi bat dAu di6u tr! f.Ct hqp vd ilinh kj,sau d6. /UL. Cyclosporin vd tacrolimus: Do t6c dung tr6n prostaglandin th6n, c5c NSAIDs c6 th6 lam t#g /-
nguy co nhi6m dQc thAn do cyclosporin vd tacrolimus.
. Aspirin: Celecoxib kh6ng 6nh huong dtln t6c dQng kh6ng ti6u cAu c0a aspirin li6u th6p. Vi
kh6ng co tirc dQng tr€n ti6u cAu, celecoxib kh6ng phii ld thu5c thay th6 cho aspirin trong di6u tri
dr,r phong bQnh tim mach.
. U'c ctrti CypZCg: Celecoxib ch0 y6u chuy6n h6a qua c),tocrom P450 (CYP) zcg tai gan. CAn

thdn trong khi dirng celecoxib tr6n b€nh nhdn dd bi0t hoqc nghi ngo chuy6n h6a qua CYP2C9

kdm dua tr6n tidn sft vdi c6c co ch6t kh6c c0a CYP2C9 vi n6ng dQ thu6c trong huy6t tuong c6

th6 cao b6t thuong do giAm dQ thanh th6i chuyr5n h6a. Xem xdt 6p dung mric li€u bing '/z li€u
th6p nh6t dugc khuytin c6o.
. S[r dpng ktit hop celecoxib voi c6c ch6t ri'c cht! CYP2C9 c6 th6 d6n di5n hi€n tugng tang n6ng

dQ celecoxib trong huy6t tuong. Vi vdy, c6 th€ cAn giam lidu celecoxib khi st'dr;ng celecoxib

d6ng thoi voi cdc ch6t irc cne CypZCg.
. C6m ung CYP2C9: S0' dung celecoxib ktlt ho. p voi c6c ch6t cAm ri'ng CYP2C9 nhu'

rifampicin, carbamazepin vd barbiturat c6 th€ d6n d6n hign tuo. ng giim n6ng d6 celecoxib trong

huy6t tuong. Vi vdy, c6 thi5 cAn ting lidu celecoxib khi su dung celecoxib ddng thoi voi c6c ch6t

cim fng CYPZC9.
. Ut ctrti CypZp6: Nghi€n c['u dugc dQng hqc vd nghiOn c'tu in vitro cho th6y m4c dt
celecoxib kh6ng phni li co ch6t nhung n6 c6 t6c dung ric ch6 CYP2D6. Do d6 c6 thi5 c6 tuong

tdc in vivo giira celecoxib v6i c6c thu6c chuy6n h6a boi CYP2D6.
. Methotrexat: Kh6ng quan s6t th6y tuong trlc dugc dQng hgc vd l6m sdng quan trong nho

trong nghi€n criu l6m sirng gifr'a celecoxib vd methotrexat.
. Lithium: O dOi tugng khoe manh, n6ng dQ lithium trong huy6t tuong t6ng khodn g 17% khi
dung dting thoi lithium vd celecoxib. CAn theo ddi chat chE b€nh nhdn dang di€u tr! bing lithium

khi dung celecoxib hoac ngung ding celecoxib.
. Cdc thu6c tr6nh thai dudng u6ng: Trong mOt nghi€n ct'u tuong t6c, celecoxib kh6ng c6 t6c

dQng 16 rdng tr6n l6m sdrng v6i duoc d6ng hoc cira thu6c tr6nh thai dudng u5ng loai ktlt hqp
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. Glibenclamid/tolbutamid: Celecoxib kh6ng 6nh hu<rng d€n duoc dQng hgc c0a tolbutamid

(co ch6t cr}a CYP2C9), hoic glibenclamid tr6n l6m sirng
. Fluconazol: Dtng tl6ng thoi fluconazol li6u 200 mg x I lAn/ngdy ldm tdng g6p d6i n6ng dQ

celecoxib trong huy6t tuong. Vi€c ting l6n niry ld do tric d6ng fc chti sr,r chuy6n h6a cia
celecoxib qua CYP P45O 2C9 bdi fluconazol. Celecoxib n0n dugc srJl dung voi li6u bAng m6t n[r'a

li6u khuy6n c6o o b6nh nhdn dang dtng fluconazol. m6t ch6t ri'c ctr6 CypZCg.
. Ketoconazol vir c6c thu5c kh6ng acid: Ketoconazol hoac thu6c kh6ng acid kh6ng 6nh huong

dtin dugc ddng hgc cfia celecoxib.
r Dextromethorphan va metoprolol: Srlr dqng d6ng thoi celecoxib 200 mg hai lAn m5i ngdy d6n

tttin viQc tdng lAn luot 2,6 lin vd 1,5 lAn n6ng dQ dextromethorphan vd metoprolol trong huy6t

tuong (co chdLt c0a CYP2D6). Vi€c tlng l€n ndy ld do sr,r rh'c ch6 c0a celecoxib l6n su chuy6n h6a

co ch6t ctia CYP2D6 qua CYP2D6. Vi vdy, c6 tne cAn gidm li€u lugng c0a c6c thu6c ld ccy ch6t ,:/^
c0a CYP2D6 khi bit dAu di6u tri bing celecoxib holc tlng liAu khi ngung di6u tri Aing/ru/a.
celecoxib. / -/. Thu6c lqi ti6u: C6c nghi6n cuu l6m sdrng cho th6y tr€n mQt s6 b6nh nh6n, c6c NSAIDs c6 thiS

ldm gidm t6c dung tang thdi natri qua nudc ti6u cta furosemid vd thiazid bing cdch ['c chti t6ng

hop prostaglandin.

T6c dqng kh6ng mong mu5n:
Dil' li€u trong citc thu nghiAm lam sitng; Cic t6c dung kh6ng mong mu6n (ADR) trong bAng

duoi d6y duoc bilo c6o voi ti lQ lon ho-n 0,01% o nhom ding celecoxib vd cao hon so voi b6o

c6o o nh6m dtng gi6 dugc, trong l2 thrlr nghiQm lAm sirng c6 d6i ch0'ng v6'i gi6 duoc vir/ho4c vdi
hoat ch6t kh6c, keo dAi t6i l2 tuAn, dtrng li6u hdng ngdy tu' 100 mg d6n 800 mg o nguoi lon. TAn

su6t c0a c6c ADR trong bing du'6i ddy duoc cAp nhAt dua tr0n dir liQu t6ng hgp tir' 89 thri nghi€m.:
l6m sdng ngdu nhien c6 d6i chfi'ng m6 t6 vi€c st'dung tr6n l6m sdng o 38.102 bQnh nh6n dtrng

celecoxib.

TAn su6t ADR duoc dlnh nghTa nhu sau: RAt thuong gap (>10%), thuong gAp (> l%o vit <ll0%o), it
g{p (20, lo/o vit <lo ), hi6m gap (>0,01 Yo vit <0,1%1, rdt hi€m gap (<0,0 I %) vit kh6ng x6c dinh
(kh6ng 16 tAn su6t):

Nguy co huytit kh6i tim mach (xem th6m phAn Th4n trong)

TAn su6t g{p crlc t6c dgng khdng mong mu5n

HQ co quan
n6t

thudng g{p
(>r0%)

Thudng gip
(>lo/o vit <10%)

it gip
(>0,1o vir <lYo)

Hitim g{p
(>0,01% vd

<0,1o )

nit
. .a
hrem gep

(<0.0r%)

Kh6ng
xdc
tlinh

Nhi6m khuAn

Vi€m xoang,
nhi6m khudn
du'o'ng h6 hAp tr6n,
vi6m hgng, nhi6m

,A
trung duong tleu
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R6i lo4n m6u
vd bach huy6t

Thi6u m6u
bach cAu,

treu carr

Ci6m
giim Hoai tlr a

Riii loan he

thong mlen
dich

Qu6 m6n cAm
v9
ve

4

4

phdn

un ot)

Siic phiin
phAn

ROi loan
chuyiSn h6a vd
dinh du6ng

Tang kali huy6t

R6i loan tdm':tnan
M6t ngrlr

Lo ling, trAm

cdm, mQt m6i
Trang th6i r6i
loan, 6o gi6c a

Roi loan h€

thAn kinh

Ch6ng m{t, tdng
truong lqc, dau
ilAu o

Nh6i m6u ndor.

mat ngu, buon
ngfi

M6t cli€u hoa,
i.,,

rol loan

Xu6t huytit nQi s9
(bao g6m cd tt'
vong do xu6t huy6t
n6i so) 

a, vi6m
miing ndo v6 khudn
o, 

dQng kinh (kC c6

chung clQng kinh
gia tdng)', m6t v|
gi6c a, chfng m6t
m6u {

4
ROi loan m6t

TAm nhin mo'.

vi6m k6t macl
Xud,t huy6t rn6to

Tic dQng mqch
- I ! -,vong rnac . tac trnn

Jmacn vong mac

R6i loan tai vd
tai trong

U tai, h4 huyrit 6p

Nh6i m6u co- timl
Suy tim, diinh
tr6ng nguc, nhip
tim nhanh

Loan nhip tirn aR6i loan nhip
tim

NghEn
' l..lpnor .

mat 4

mach
d6 btng Vi6m m4ch m6ua

Riii lo4n rn4ch

mau

Tang huytit
dp'lbao
g6m. tdng
huy6t 6p

nghi6m
trong)

Viom ph6iaVi6m m[i, ho, kh6
th6'l

Co thit phiS quAn
1

R6i loan hd
h6Lp, l6ng nggc
vd trung th6t

_..,----\

T6o b6n, vi6rn da

ddy, vi6m mi6ng,
vi€m d.4 ddy ruQt
(bao g6m gAy

nghi6m trong
th€m chtng vi6rn

Xu6t huy6t d4
ddy-ruQt 

4, lo6t
t6 trdng, lo6t dp
ddy, lodt thpc
quin, lo6t
duo'ng ruQt vd

Bu6n ndn a, 
dau

bung, ti€u chiiy,
kh6 ti0u, d6y hoi,
n6n m[r'a r, kh6
nu6t'

R6i lo4n ti6u
h6a

A

m
x+
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da ddy ru6t), g
hoi

Iodt dai trdng,
th[rng ru6t;
Vi€m thuc quin,
ph6n clen; vi6m
tqy, vi€m dai
triing a

Rili lo4n m4t

Chirc nang gan

bdt thuong, tdng
men gan (bao
g6m tang SGOT
vd SGPT)

J
v reln gan

Suy gan t looi rtri
S?V tti vong ho{c
c6n ghdp gan),

.t
vrem gan sreu vt '

(mot s6 gAy tri
vong), hoai tlr gan
o, ti gan a, vi€m gan

cholin a, vdng daa

R6i lo4n da vd

m6 du6'i da

Phiit ban, ngria
(bao g6m ngua)

Mdy day, bu6'u c6
4

Phir n€ 
o, ,ung

t6c, tang nhgy
cdm v6'i 6nh
s6ng

Vi€m da tr6c v6y a,

hdng ban 
a, hdi

chfrng Stevens-
Johnson a, hoai t0
biiiu bi a, phdn frng
thu6c v6i b4ch c6u
iii toan vd ciic tri6u
ch0ng c6 hC th6ng
(DRESS) a, chtng
mun trfmg cii xudt
huytlt c6p tfnh
(ACEP) a, vi6m da

&

R6i loan co
xuong vd m6
li6n k6t

Dau kh6'p a Co thit co (chuQt

rft chan)
J

vtem c0'

R6i loan than
vd ti6t niQu

'Iang creatinin
m6u, tdng urd
m6u

Suy thqn c6p
tinh 4, h4 natri
mdu o

Vi€m thdn ke4, h6i
chung thqn hu a,

vi€m cdu thdn t6n
thuo'ng tOi thl6u'

R6i loan hQ

th6ng sinh sdn

vd tuy€n vri

R6i loan kinh
nguy€t a

V6 sinh
6 phu nt
3

R6i loan todn
thdn vd tai ch6

B€nh gi6ng cirm,
phir ngoai vi

Phu mat, dau
nguc 4

T6n thuong,
nhi6m dQc vd
tinh tr4ng do
thr} thuqt

T6n thucrng

I Ciic phin rlrng b6t lqi xAy ra trong thri nghiQm dq phong polyp, c6c <l6i tugng dugc di€u tri v6i celecoxib

400 mg m5i ngdy trong 2 thri nghiQm l6m sdng k6o ddi cl6n 3 nam (thrlr nghi€m crha APC vd PTeSAP). Crlc

tdc dyng kh6ng mong mudn duo. c li6t k6 6'tr€n OOI vO'l cric thrh' nghidm du phong polyp ld
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cfu trudc ddy da du-o. c phrit hi6n trong quri trinh hdu mdi, hoac dd xiy ra thuong xuy€n hon trong thri
nghi6m cli6u tri vi6m kh6p.
2Hon nira, circ tdc dung kh6ng mong mu6n chua bi6t tru6'c ddy xdy ra trong thlr nghi6m diAu tri polyp,
cho nhirng nguoi di€u tri vd1 celecoxib 400 rng m5i ngdy trong 2 thri nghidm l6m sdng keo ddi d6n 3 nam
(thu'nghiQm APC vd PTeSAP):
ph6 bitin: dau thit ngyc, h6i chtng ruQt kich thich, b€nh thdn nang, Eng creatinin m6u, tlng sdn tuy6n

ti6n liQt ldnh tfnh, tdng c6n. Thuong gdp:Nhi6m Helicobacter,zona,chrlrng dan dQc, vi€m phti qudn, vi€m
v6ng mac, nhi6m tring nu6u, lipoma, thty tTnh mach, xuAt truy€t f€t mac, huy6t kh6i tintr mach sdu, khdn

gigng, trI xuAt huy6t, tang nhu d6ng rudt, lodt mi€ng, vi€rn da di fng, hoai tt, ti6u d6m, xu6t huyrit 6m

dqo, dau nggc, gdy xuong chi du6i, tdng natri miiu.
I Phu nir dg dinh mang thai kh6ng dugc nghi6n c[ru trong crlc thf nghiQm, do cl6 tham kh6o dir li€u tAn

su6t g4p cilc tirc dr,rng kh6ng mong mu6n nay ld kh6ng chinh x6c.
o tAn s6 gap dUa tr6n phdn tich t6ng hgp tich lfiy tu cric thri nghiQrn pho-i nhi6m 6'38.102 benh nhdn.

Quri li6u vi c6ch xir tri
Biiu hi,An: Qu6 li€u ciic thu6c chdng vi€m kh6ng steroid c6 th6 gdy ngir lim, ng0 lo mo, budn n6n,

nOn, vd dau vtng thuong vi; ciic bi6u hiQn ndy thuong phgc h6i v6i vi6c di6u tri ndng dd. Cfrng xdy

ra chiy m6u duong ti6u ho6. C6c bi6u hi6n xAy ra hi6m hon lir tlng huy6t 6p, suy thfln c6p, ftc chti

hO hAp vir h6n m6. Cric ph6n ti'ng ki6u phin vC dd dugc th6ng b6o v6i li6u di6u tri c[ra thu5c ch6ng

vi6m kh0ng steroid vi c6 th6 x6y ra khi qu6 li€u.

Diiu tri; Di€u tr! qu6 liAu thu6c ch6ng vi6m kh6ng steroid bao g6m diAu tri tri€u chring vd h6

tro; kh6ng c6 thu6c gi6i dQc dqc hiQu aOi vOi thu6c ch6ng vi6m khdng steroid. Trong 4 gio dAu

sau dirng qu6 li6u, liQu ph6p gdy n6n vdr/hodc cho than ho4t (60-100 g cho nguoi lon, ho{c I d6n

2 glkg cho tre em), vd/hof,c m6t thu6c tAy th6m th5u c6 thil c6 (ch OOi vOi nhirng nguoi b6nh dd

co bi€u hien bgnh lli hoac dd udng m6t lugng thu6c qu6 l6n. Kh6ng bi6t celecoxib c6 lo4i dugc

bing thAm t6ch m6u hay kh6ng, nhung thu5c g6n vdo protein voi tj' 16 cao gqi f su dqng c6c biQn

ph6p bdi ni6u cudng bfc, kidm h6a nu6c ti6u, thAm t6ch m6u, hoac truydn m6u c6 th€ kh6ng c6

hiQu qud lo4i bo lu'ong lon celecoxib kh6i co th6.

Tich cqrc theo ddi d,A co bi€n phdp xu'tri kip thdi.

Ei6u kiQn bio quin: 86o qudn trong bao bi kin, nhiet d0 du6i 30"C, tr6nh iinh s6ng vir Am.

Han dtng: 36 thang k6 tI ngay sdn xu6t.

Ti6u chufln: TCCS

Nhir s6n xu6t: THERAGEN ETEX CO., LTD.
58, Sandan-ro 68beon-gil, Danwon-gu, Ansan-si, Cyeonggi-do - I{dn Qu6c.

SDK:
Nghy xem x6t sii'a rl6i, cip nh{t 14i nQi dung hu'6'ng tlin sii'dgng thu6c:
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