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Hop'2 vix:10iviéninang

Box of 2 bl

’ Hép 2 vi.x 10/vién nang

ng chda 200 mg celocoxib v 1 duge via

Thinh phin: M5ivién na
@i (lactose spray-dried, nalri croscarmeliose, natri lauryl sulfal,

magnesi stearal),

chldmh.:hﬁwe chigjnh, I8uding vé céch dimg: I
Xem 15 huéng ddn kém thea trong hop thud

Bioqudn: Gill noi khé ma1(<30°C), i
CONG TY GO PHAN CONG NGHE SINH HQC - DUGC PHAMICA
L& 10, Budng 565, KCNVigt Nam - Singapore,

Thuén An, Bioh Dugng, VidtNam.
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}g( PRESCRIPTION OHLY/MEDICINE

Coxlec

Each dapsuleicontains celecoxib/200'mg

’ Box of 2 blisters x 10 capstules

Composition: Each capsule contains celocoxib 200 mg and
excipienis q.s. (spray-dried !amw. croscarmelioso  sodium,

Aecad tho enclosed leafiel.
Storage; Store ina dry and cool place (< 30°C).

ICA BIOTECHNOLOGICAL - PHARMACEUTICAL JSC
Lol 10, Street 5, Vieinam - Singapose industrial Park,
“Thuan An, Binh Duong, Vietnam.

Box of2 blisters'x 10 capsules

Pantone 2925C Pantone 281C
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MAU TO HUGNG DAN S DYNG THUGC
(TIENG VIET)

Céing thiig

M3i vien nang chia 100 m
celecaxib (vién nan
croscarmellose, nat
Dang bio che
Vién nang.

Qui cdch déng géi

Vién nang 100 mg: Hop 3 vix 10 vién nang.

Vién nang 200 mg: Hop 2 vix 10 vién nang.

Chi djnh

- Diu trj bénh viém xuong khap, viem khép dang thdp & nguisi truding thanh
vatré em trén 2 tudi, banh viém cot séng dinh khp.

- Gidm dau ¢4p, gidm dau trong dau bung kinh & phy ni.

- Diéutrj b sung trong polyp tuyén dang gia dinh (hgi chiing FAP).

Chéing chl dinh

Man cdm vai celecoxib, sulfonamid.

Suy tim nng.

Suy thdn ndng (hé s& thanh thai creatinin dudi 30 mi/phit).

Suy gan nang.

B&nh viém rugt (bénh Crohn, viém loét daitrang).

Tién sir bj hen, mdy day, hoc cic phan dng ki€u dj ing khéc sau khi ding
aspirin hodc cac thudc chdng viém khdng steroid khac. DA c6 bdo cdo vé cac

phin {mg kiéu phan vé nang, doi khi gdy chét, véi cic thudc chéng viém

khong steroid d nhiing ngudi bénh nay.

Thén trong

Cdn than trong diing celecoxib cho nguti 6 tién sirloét da day 14 trang, hodc
chdy médu duting tiéu hoa, mac du thudc dic coi 1 khéing gy tai bién duang
tiéu héa do uc ché chon lgc COX-2.

C4n than trong ding celecoxib cho nqudi c6 tién sif hen, dj ing khi ding
aspirin hoac mgt thudc chéng viém khong steroid vi ¢ thé xy ra s6c phan
vé,

Can thin trong diing celecoxib cho ngudi cao i, suy nhe vi dé gdy chdy
mau duling tiéu hda vi thudng chic nang than bj suy gidm do tudi,

Celecoxib ¢6 thé gdy doc cho thin, nhat 13 khi duy trl wu Iugng mdu qua thin
phéi can dén prostaglandin than hd trg. Ngubi ¢6 nguy cd cao g6m cd nguoi
suy tim, suy thdn hojc suy gan. C4n rit than trong diing celecoxib cho nhing
ngudi bénh nay.

Cén than trong ding celecoxib cho ngudi bi phu, giil nudc (nhy suy tim, thgn)
vi thudc gdy i dich, Idm bénh nang lén,

Cén than trong khi ding calecoxib cho ngudi bi mat nudc ngoai t& bao (do
ding thudc Igi tiéu manh). C4n phai diéu Iri tinh trang mét nutc trude khi
diing celecoxib.

Vi chua rd celecaxib cd 1am gidm nguy co ung thy dai - tryc trang lién quan
dén bénh polyp dang tuyén dai - tryc trang cé tinh chat gia dinh hay khdng,
cho nén vin phai 1iép tyc cham sdc bénh ndy nhu thuding 1, nghia 14 phai
theo ddi ndi soi, cat bd dai — tryc trang dy phong khi c4n. Ngoai ra, cdn theo
ddi nguy ca bién ching tim mach (nhéi mau ca lim, thiu mau co tim cuc bg)
Celecoxib khong c6 hoat tinh ndi tai khang tiéu ciu va nhu vdy khdng bao vé
duge cac tai bién do thi€u méu co tim, nhél 14 néu ding liéu cao kéo dai (400
- 800 mg/ngay).

Sif dung thudc cho phy ni mang thai

Cho 16i nay, chua c6 cac nghién ciu ddy di vé celecoxib d phy nit mang thai
Chi nén ding celecoxib cho phy nii mang thai khi Igi ich cao han nquy co co
thé xay ra d6i vai thai. Khong diing celecoxib & 3 thing cudi cla thai ky, vi
cdc chét dc ché tdng hgp prostaglandin cé thé tac dyng x&u trén hé tim
mach cia thai.

Stf dyng thufic trong thii ki cho con bi

Chua biét celecoxib c6 duge phan b6 vio sifa me hay khéng. Vi celecoxib c6
thé 6 nhimg tac dyng khong mong mudn nghiém trong & tré nhd ba sira me,
¢4n can nhic lgishai hoac ngimg cho bi, hodc ngimng diing celecoxib.

Sif dyng thudc khi 1i xe, vin hanh may méc

Celecoxib cd thé gay budn ngil hay mét mdi, do d6 nén cn than khi 14i xe
hodc tham gia cac hoat dng cén sy tinh Ldo. NEu buSn ngil hay chong mat
sau khi dung celecoxib, khong nén I4i xe hay van hanh may méc

Tudng tic thuc

Chung: Chuyén hoa cla celecoxib qua trung gian cytochrom P...2C9 trong
gan. Sirdyng ddng thi celecoxib vdi céc thudc ¢o tac dung ic ché enzyme
ndy cd thé anh hudng dén dugc ddng hoc cla celecoxib, nén phai than trong
khi dong ddng thai cic thudc ndy. Ngoai ra, celecoxib ciing ic ché
cytochrom P,.;2D6. Do dé cd kha n&ng tuong tac gita celecoxib va cac thudc
dugc chuyén haa béi cylochrom P,.206.

Thuoc dc ché enzyme chuyén angiotensin: Cac thudc chéng viém khong
steroid ¢ thé 1am gidm tic dung ching ting huyst 4p cdia cace thudc ic chs
enzyme chuyén angiotensin. C4n chii y dén luong tac nay khi diing celecoxib
dBng thi véi cac thulc te ché enzyme chuyén angiotensin, _

Thudic 1gi tidu: Céc thubc chbng viém khdng steroid co thé 1Am gidm téc
dung tang bai il natri niéu clia furosemid va thiazid & mgt s6 bénh nhdn, c6
thé do dc ché 16ng hgp prostagtandin va nguy ca suy thn 6 thé gia tang.
Aspirin: Mic du co thé ding celecoxib cing vai liéu thap aspirin, viéc sit
dyng déng thdi hai thudc chéing viem khong steroid nay ¢ 1hé _dc’m dén tang
111§ loét duing tiéu hda hogc c4c bién chiing khdc, so voi viée ding celecoxib
riéng ré. Vi khong c6 tac dyng khang tiéu cdu, celecoxib khong phi 14 chal
thay thé aspirin d6i vdi viéc dy phong bénh tim mach.
Fluconazol: Diing ddng thai celecoxib vdi fluconazol c6 thé din dén ting
déng k& néng do huyét tudng cila celecoxib. Tudng tc dugc ddng hoc ndy c6
vé do fluconazol ilc ché isoenzym P,,2C9 lién quan vﬂi.su chuyén hoa
celecoxib. Nén bit d4u difu trj celecoxib voi lidu khuyén ding th4p nht &

i ing fluconazol déng thai.
:?;:t gi?;;:::,gw thé 1am gidm sy thanh thai thgn c_ﬁa lithi, digu ndy ddn
dén tang ndng d0 lithi trong huyét twong. Céin theo doi c|‘1al ch@ ngudi bénh
ding d6ng thoi lithi va celecoxid vé cic qsu hiéu ddc cla lithi va cén digu
chinh liucho phit hgp khi b4t d4u hodc ngimg dfma Befecnlﬂé :
Warfarin: Gic bién chimg chay mdu kél hgp vdi tang thoi gian prulhrnmh!n
44 x3y ra & mot s6 ngudi bénh (ch y&u ngui cao lud;I] khi dng celecoxib
ddng thi véi warlarin. Do dd cin theo doi cac xét nghiém vé déng mau nhu
thoi gian prothrombin, dic biét frong méy ngay diu sau khi bdt ddu hojc
thay ddi liéu phap, VI cc ngudi bénh nay cd nguy cd bién chifng chiy mau
a0, .
mong muén
;:: :::g ::::: mm‘]: mugn cia celecoxib @ li€u thuting ding néi chung nhe
v3 c6 lin quan chi yéu dén dubing tiéu hda. Nhiing tic dyng khong moag
mubn khign phai ngiing diing thusc nhiéu nhat gém: kho tidy 08
Khodng 7.1% ngudi bgnh ding celecoxib phai ngimg ding
dyng khang mang mtﬂnﬂ;ovai 6,1% ngudi bénh diing placel
L ADR > 1/1

%iﬁnd‘;:ggiu byng, la chdy, kho tiéu, ddy hai, budn non.
10 h&p: Viem hong, viém mii, viém xaang, nhi!m khun
Hé théin kinh trung uong: Mat ngd, chéng mét, nhit ddu.
Da: ban.

Chung: dau g, phitngoal bign.

, ADR < 1/1000

;’;};mnfﬁ, Ng4t, suy tim sung huyét, rung tht, nghén mach phoi, Tarmas
mach mau nao, hogi thu'ngoai bién, viém tinh mach huy&t khoi, viém mach.

0 celecoxib (vién nang 100 mg) ho3c 200 mg
0200 mg) va td dugc vira dis (lactose spray-dried, natri
rilauryl sulfat, magnesi stearat).

Tiéu hoa: Tdc rugt, thiing rujt, chiy méu dutng tiéu hoa, viem dai trang
chdy mau, thiing thyc quan, viem tyy, tdc rugt.
Gan mt: Bénh séi m4t, viém gan, vang da, suy gan.
Huyét hoc: Gidm lugng tifu cAu, mat bach cdu hat, thiu mau khdng 14i tao,
01dm toan thé huyét cdu, gidm bach c4u,
Chuyén héa: Gidm glucose huyét.
HE thdn kinh trung wong: M4t diéu hoa, hoang tuding ty sat.
Thdn: Suy than cdp, viem thgn kd,
Da: Ban do da dang, viém da tréc, hoi ching Stevens-Johnson
Chung: Nhi&m khudn, chét dgt ng6t, phan dng ki phén v4, phi mach,
Hudng din cdch xu trl ADR
Néu c6 biu hign dc hai thin trong khi diéu Lej celecoxib, c4n phai ngimg
thudc, thuiing chilc nang than sé trd vé mic trude diéy tri sau khi ngimg
diutrj thudc.
Test gan co thé ting (g&p 3 14n midc binh thudng d gidi han cao). Sy tang
ndy cd thé tién trién, hodc khong thay déi hodc chi tam théi trong mét thai
gian khi i€p tyc diéu Lri. Nhung néu cé bigu hign ndng cila viém gan (vang
da, biéu hién suy gan..) phai ngimg ngay thude,
N6i chung, khi ding véi liéu thang thudng va ngdn ngay, celecoxib dung
nap tot.
Théng bdo cho bdc s nhing téc dung khong mong mudn 0dp phdi
khi su dyng thuéc,

Liéu lvgng va cch diing
Cén tham do liéu diing th&p nhi cho ting bénh nhan,
- Bgnh viém xuong khdp: 200 mg x 1 14n/ngay hoac 100 mg x 2
lén/ngay.
- Viém khdp dang thap & ngudi truéng thanh: 100 - 200 mg x 2 ldn/ngay.
- Viém khdp dang thap o teé vj thanh nign: 50 mg x 2 1n/ngdy & tré 10 -
25 kg, 100 mg x 2 I4n/ngay cho trd trén 25 kg

Viém ¢t s6ng dinh khdp: 200 mg x 1 14n/ngdy hodc 100 mg x 2
In/ngay. NEu khong higu qud sau 6 tufn, co thé tang liéu I16n 400
mg/ngay.
- Gidm dau cap, gidm dau byng kinh: liéu khdi diu 400 mg lrong ngay
dautign, 1iép tyc voi lidu 200 mg x 2 18n/ngay néu cdn.
- Polyp tuyén dang gia dinh (hdi chiing FAP): 400 mg x 2 1dn/ngay.
Qua liu va xif tri

Cdc tri¢u ching qud liéu cac thudc khang viém khdng steroid théng thutng
fa ngi lim, budn ngd, budn ndn, non, dau thugng vi, ndi chung co thE héi
phyc néu dugc cham séc ndng da. Xudl huyél lidu hoa cé thé xdy ra. Cao
huy€t &p, suy than man tinh, suy ho hap va hén mé cd thé Xy ra, nhung
hiém. Phdn dng qua man d3 duyc bia cao khi didy Irj vdi cdc thudc khang
viém khdng steroid va cd th xdy ra khi ding qué lifu.

Khong co chdl gidi doc dic hiéu. Chua co théng tin vé viéc loai celecoxib
béng phuong phdp thdm tach mau, nhung vai mic dd gin két cia
celecoxib vdi prolein huyét tudng cao (> 97%) thi viéc thdm tach sé khong
higu qud trong diéu trj qua liéu, Bién phap gay non v/hodc ding than hoat
(60 dén 100 g cho ngudi trubing thanh, 1 dén 2 0/kg cho tré em) va/hoic
dang thudc 1y nhe dang tham thau ¢ thé duge chi dinh cho bénh nhan cé
trigu ching qua liéu hojc da diing qua liéu trong vong 4 gid, Vise st dyng
thudc lgi tiéu manh, kiém héa nudc tidu, th&m tach mau hojc truyén mau
cd thé khéng higu qua do thudc gan két cao véi protein huyét tuong,

Duge Iic hge

Co ché tic dong: Ca ché tac dong cla celecoxib duge cho 14 do it ché sy
1dng hgp prostaglandin, chi yéu qua iic ché enzym cyclooxygenase-2
(COX-2) va & néng db trj liéu cho ngui, celecoxib khdng e ché isoenzym
cyclooxygenase-1.

Duge ddng hoc

Hép thu

Néng dg dinh huyét luong ciia celecoxib dat duge khodng 3 gits sau 1 lidu
uing. Ca ndng d6 dinh huyét tuong (Cmax) va dién tich duti duing cong
hap thu (AUC) dugc nghién ciu & khodng liéu 13m sdng 100 ~ 200 mg. 0
céc liéu cao hon, c6 sy gia tang véi 1y 18 th&p hon vé& Cmax va AUC, diéu
nay dugc xem 13 do tinh hoa tan chim trong méi truting nudc. Do tinh haa
tan chdm, nghién ciu sinh khd dyng tuyt d6i vin chua duge tign hanh,
Trong truiing hop da liéu, trang thai 8n dinh dat dugc vao ngay thir'5 hoac
sdm hon.

Khi uing celecoxib véi thic 3n gidu chél béo, thai gian dat ndng dg dinh
huy€t tuong cham han khodng 1-2 gid, dién tich dudi dudng cong hdp thu
(AUC) tang 10-20%. Khi uing celecoxib vai cac thudc trung héa acid cé
chia nhém va magnesi lam gldm néng dg huyét tuong cia celecoxib,
gidm 37% Cmax va gidm 10% AUC. C6 thé sif dung celecoxib vai lidu 200
mg 3 ldn mdi ngdy khong cdn Iuu y dén gié an, nhung véi lidu 400 mg 3
1&n méi ngay cén ding chung vai thic 4 dé IAm tang dg hap th,

Phén b&

0 cac ddi tugng khde manh, celecoxib g4n két véi protein manh (khodng
97%) trong khodng liéu ldm sang. Cac thir nghiém in vitro cho thiy
ceiecoxib gdn ket chid yéu véi albumin va mot phan-nhé-hon véi acid a.-
glycoprotein, Thé tich phan b biéu kién & tinh trang 6n dinh (Vss/F)
khodng 400 lit, celecoxib khéng wu tién gAn ket vdi té bao héng cdu.
Chuyén hod

Celecoxib chil yu duge chuyén héa trung gian qua cytochrom P450 29,
C6 3 chdl chuyén hoa dugc xdc dinh trong huyét tvong ngudi, chis yéula
dang alcol hoa, dang acid carboxylic tuong ing va dang lién hop
glucuronid. Cac chat chuyén héa trén khdng cé hoat tinh nhu céc chét dc
ché COX-1 hay chat iic ch& COX-2. Nhing bénh nhan da biét hoic nghi
ngd thidu enzym P450 2C9 nén than trong khi diing celecoxib vi cd thé
dén dén ndng d9 thue trong huyét luong cao do chuyén hoa chim.

Théi trif

Celecoxib duyc thai trir chis yéu b chuyén hda & gan, mot phdn nhd tim
thdy trong nutic tiéu va trong phan dudi dang khang doi (dusi 3%), Thir
nghi¢m qua dudng udng vl liéu don.cé danh diu dng vj phong xa,
kgaénq 57% liéu diing dugc thai trit qua phan, v 27% thai trir qua nutic
tigu.

Chat chuyén héa chii yéu ca trong nudc tiéu va trong phan I dang acid
carboxylic (chiém 73% liéu ding), mét lugng nhd dudi dang lién hop
glucuronid ciing xudt hidn trong nudc 1w, Tinh hoa tan cba thudc thap gdy
kéo dai qud trinh hdp thu va 1dm thay ddi thés gian bén thal, Thai glan ban
hiéu dyng x&p x1 11 gidtrong diéu kign dn dinh. BY thanh thai huyét twong

biéu kién (CL/F) khodng 500 mi/phit.
Han diing

36 thang ke tir ngay san xult,

Bdo qudn

Gitf ni kho mat (< 30°C).

Thudc ndy chl ding theo sy k& don cia thdy thude.
DE xa tdm tay trd em.
Boc ky hudng din sit dyng trude khi ding.
N&u cdn thém thong tin xin hdl § kidn bdc sT.

GTCP Cdng ngh@ Sinh hoe - Duge phdm ICA
. Buting'sd 5, Khu cong nghiép Viét Nam - Singapore,




