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s i SITION: A AN:
@ THUOC EAN THEO BON R " @ PRESCRIPTION ONLY TH{‘NH i ’ y
Each capsule contains: Méi vién nang citng chita:
Celecoxib 100 mg Lo | O 100 mg
= Excipients q.s... one capsule = Ta duge vaa di..... mit vién nang
e a o‘ Indications, administration, dosage, e a ox Chi dinh, cich ding, lidu ding,
contraindications and other chdng chi dinh vi cde théng tin
I oo information: See the inser, khdc: Xin doc trong t hudng din
st dung.
GCELECOXIB 100 mg | Keep out of reach of children. CELECOXIB 100 mg ¢ i .
Read carefully the enclosed Dé xa tay mi: em.
insert before use. Doc kf hudng din sif dyng trudc
Do not exceed recommended khi ding.
dosage. Khéng diing qui liéu chi dinh.
Store at temperature below 30°C, Bio quin & nhigt d& dudi 30°C,
in a dry place, protect from light, 1%z, noi khé rdo, trdnh dnh sdng.
*
{ s %
OPY PIARMACEUTTICAL JOINT STOCK CO. %,’ 1.-e“' CONG TY OO PHAN DUGC PHAM OPY
e Lot No.27. Street No.34, s Lo 27, Pufiing 56 34,
WHO-GMP Bien Hoa IT Industrial Zone, WHO-GMP Khu Cang Nghiép Bicn Hpa 11
= - Bien Hoa City, Dong Nai Province, Vietaam . Bign Hoa, Ti dng Nai, Viél N
HOP1 CHAI 100 VIEN NANG CUNG e Hoa Lity, Long N Erovince, Yietnant g [ HARD GELATIN CAPSULES TP. Bign Hoa, Tinh Bong Nai, Viél Nam
S0 16 5% Lot N%
NSX/ Mig. Date:
HD/ Exp. Dave:
NHAN CHAI

@ THUGC BAN THEOBON [RGB atith Khéng ding qué lidu chi dinh.
M&i vién nang cing chifa: Bio quin & nhiét d¢ dudi 30°C,
Celecoxilyqq i WO Mg L khé rdo, trinh dnh sing.

T4 duge vita di...mft vién nang

iy,

b
Chi dinh, cdch dang, lidu dang, ._’{+ x
chéng chi dinh va cdc thong tin ALl
CELECOXIB 100 mg khic: Xin dgc trong 3 hudng wﬂ;ﬁw
din st dyng, CONG TY €O PHAN DUGC PIAM OPY

D& xa tdm tay tré cm.
Doc k¥ hudng din st dung 5410 5%/ Lot N

HIy Exp, Date:
CHAI 100 VIEN NANG CUNG trekic Rhi ding, Rt
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Rx Thubc bdn theg-don ;-

3 cgnon N CEFALOX® 100
[of <5 prAN iz Celecoxib 100 mg
{*| DU, FCPEAM _,‘ Vién nang ctng

THANH PHA\’N MG wé’n r;ang cling chifa:
Hoat chat ™ '\‘“' A
Celecoxib ...
T4 dugc. Lactose monohydrat, lactose ddp thdng, croscarmeliose natri, natri lauryl sulfat, povidon K30,
magnesi stearat.
MG TA SAN PHAM:
\lién nang clng, ¢G nang sO 3, mau vang, trén nip va than déu cd chii “OPV” mau vang trén bing mau
tring, bén trong nang chia bt thudc mau tring
DUGC LUC HOC:
Celecoxib 1a thudc chong viém khong steroid c6 tdc dong chdng viém, gidm dau va ha sot trén cdc md hinh
thif nghiém & dong vat. Co ché téc dong clia Celecoxib 13 do Gc ché su téng hop prostaglandin, chil yéu do (c
ché enzym cyclooxygenase-2 (COX-2). 0 néng 6o tri litu trén ngudi, Celecoxib khéng (ic ché enzym
cyclooxygenase-1 (COX-1). Trong cdc md hinh thyc nghidm gy khéi u & rudt két trén dong vat, celecoxib lam
gidm ty 18 xudt hién va sb lugng céac khai u.
DUQC BONG HOC:
Celecoxib dugc hdp thu t6t, ndng d6 dinh trong huyét tuong dat dugc sau khodng 2 — 3 gid. Udng véi thiic an
(ba &n nhiéu cht béo) lam cham h&p thu khodng 1 gid. Thoi gian ban hiy cla thudc khoing 8 - 12 gid.
Nong do 6n dinh trong huyét tuong dat duoc trong vong 5 ngay diéu tri. Khodng 97% Celecoxib lién két véi
protein huyét tuong.
Celecoxib dugc chuyén hoéa chll yeu qua trung gian cytocrom P450 2C9. Cac chat chuyén hoéa khong co tac
dong Gc ché COX-1 hodc COX-2.
Celecoxib dugc dao thai chi yEu bdi chuyén héa qua gan véi ty I thudc khong bi bign doi dugc tim thay trong
phan va nudc tiéu 1a dudi 3%. Sau khi udng liéu duy nhat, khodng 57% ligu ding dudc bai tigt qua phan va
27% dugc bai tiét qua nudc tiéu. Chat chuyén héa chinh trong nuéc ti€u va phan 1a chat chuyén hoa cé goc
acid carboxylic (73% liéu ding).
CHI DINH:
Lam gidm cac dau hiéu va triéu ching clba thodi hoa khdp, viém khop dang thdp & ngudi 16n.
Piéu tri bo tro bénh polyp dang tuyén dai - truc trang cé tinh gia dinh.
Diéu tri dau cdp, ké ca dau sau phau thuat, nhd rdng. Diéu tri thdng kinh nguyén phét.
CACH DUNG - LIEU DUNG:
Piéu tri thodi hoa khép, ung ngay 1 1an hodc chia lam 2 12n bang nhau. Diéu tri viém khép dang thdp, nén
dung liéu chia déu thanh 2 1an. Liéu t6i 200 mg/lan x 2 1dn/ngay, c6 thé khong c&n chi y dén bla dn; liéu cao
hon (400 ma/lan x 2 14n/ngay) phai udng vao biia dn dé cai thién hap thu.
— Thodi héa khdp: Liéu thong thudng 6 ngudi I6n 200 mg/ lan x 1 lan/ngay hodc 100 mg/ Ian x 2 lan/ ngay.
— Viém khép dang thdp & ngudi I6n: Ligu thong thudng & ngudi 16n 100 mg — 200 mg/ 1&n x 2 1an/ ngay.
— Polyp dai - truc trang: Liu thong thudng & ngudi I6n 400 mg/ 1an x 2 14n/ ngay.
— Dau cép tinh va thong kinh: Liéu théng thudng & ngubi 16n: 400 mg udng 1 Ian, ti€p theo 200 mg néu cén,
trong ngay dau. PE ti€p tuc gidm dau, ding lifu 200 mg ngay ung 2 Ian, néu can.
— Ngudi cao tudi: Khong cin diéu chinh lidu.
— Suy gan, suy than: Chua dugc nghién clu va khéng khuy&n cdo cho ngudi suy thén, suy gan.
CHONG CHI BINH:
- Man cam vGi cac thanh phan cla thudc.
- Suy tim ndng, suy thdn ning, suy gan ndng, bénh viém dai trang. ‘L("/




- Di tng v6i cac sulfonamid.

- Hen suyén, may day hay di Ging véi aspirin hodc di Ung véi cac thudc khang viém khong steroid. Nhiing

phan (ng tuong tu nhu sbc¢ phan vé xay ra sau khi s dung céc thudc khang viém khong steroid da dugc ghi

nhan & nhiing bénh nhan c6 tién sir cac bénh néu trén.

LUU Y VA THAN TRONG:

— Can than trong dung celecoxib cho nguti co tién st loét da day ta trang, hodc chdy méu dudng tiéu hoa,
méc du thudc dugc coi 12 khong gay tai bién dudng tiéu hoa do tc ché chon loc COX-2.

- Can thdn trong dung celecoxib cho nguti ¢ tién st hen, di Gng khi ding aspirin hodc mdt thudc khang
viém khang steroid vi ¢ thé xay ra s6c phan Vé.

— Cén than trong dung celecoxib cho ngudi cao tudi, suy nhugc vi dé gay chdy méau dudng tiéu héa va do
ngudi cao tudi thudng bi suy gidm chic ning than.

- Celecoxib ¢6 thé gay doc cho than, nhat 1a khi duy tri luu lugng mau qua than phdi cin dén prostaglandin
hé trg. Ngudi co nguy co cao gém ngudi suy tim, suy than hodc suy gan. Can rat than trong dung celecoxib
cho nhiing nguti bénh nay.

— Can than trong dung celecoxib cho ngudi bi phi, gi nuc (nhu suy tim, than) vi thudc gay U dich.

— Can than trong khi dung celecoxib cho ngudi bi méat nudc ngoai t& bao (do dung thudc lgi tiéu manh). Can
phai diéu tri tinh trang mat nudc trudc khi dung celecoxib.

— Chua rd tac dung clia celecoxib trén viéc giam nguy co viem két tryc trang, ung thu dai - truc trang lién
quan dén bénh polyp dang tuy&n dai — truc trang co tinh chat gia dinh (FAP), ung thu khac véi FAP hodc
sti dung céc thuc lam gidm nhu cdu gidm sat qua ndi soi, cdt bd dai - truc trang du phong hay phau
thuat lign quan dén FAP khac. Cho nén van phai tiép tuc theo d6i noi soi, phau thuat lien quan dén polyp
hodc cit bd dai — truc trang du phong khi cdn. Ngoai ra, can theo ddi nguy co bign chdng tim mach (nhéi
méu cd tim, thigu mau co tim cuc bd).

— Pa thay su gia tang nhiing tai bign tim mach nghiém trong, chd y&u la nhdi mau co tim, trong mot nghién
clu d6i chiing gia dudc cé kiém soat trong mot thoi gian dai & nhiing ngudi bi polyp dang u tuyén riéng 18
duoc diéu tri bang clecoxib vai ligu 200 mg x 2 lan/ngay va 400 mg x 2 |an/ngay so sanh vdi gid dugc.

Vi cac nguy co trén tim mach cla celecoxib ¢d thé tang clng véi liéu lugng va thdi gian diéu tri, nén si
dung trong thoi gian ngdn nhat ¢ thé va véi liu mbi ngay thap nhat c6 hiéu qua. Can dénh gid dinh ky su
can thiét clia bénh nhan ddi v6i viéc gidm triéu ching va dap (ng diéu tri, dic biét & nhiing bénh nhan bi
thoai hoa khép.

Nhiing bénh nhan c6 cac y&u t6 nguy co tai bién tim mach ddng k& (nhu ting huyét ap, tang lipid huyét,
dai thao duting, hat thudc) chi dudc diéu tri bang celecoxib sau khi xem xét cdn than.

Céac chat (ic ché chon loc COX-2 khdng phai la chat thay th& cho acid acetylsalicylic trong phong nglia
thuyén tic huyét khéi tim mach do cac chat nay thiéu hoat tinh khang ti€u cdu. Do do, liéu phap khing tidu
cau nén tiép tuc.

— Nhu t&t ca céc thudc NSAID, celecoxib co thé géy ra khéi ddu cla bénh ting huy&t 4p mdi phét hay lam
bénh ting huyét dp da co nang hon, mét trong nhiing diéu nay ¢ thé gdp phan vao viéc ting ty I8 cla
cac tai bién tim mach. Vi vay, huyét ap nén dugc kiém sodt chat ché trong thoi gian bat ddu diéu tri bing
celecoxib cling nhu trong sudt qua trinh diéu tri.

— Ngubi cao tudi ¢6 nhiéu khd ndng bi t6n thuong chiic ning than hodc gan va dic biét 1a rdi loan chic ning
tim, vi vady nén duy tri giam sat v khoa thich hap.

NSAID, bao gdm ca celecoxib, co thé gdy doc than. Thir nghidm Iam sang v6i celecoxib cho thay anh
hudng trén than tuong tu nhu vdi cdc NSAID dugc so sanh. Nhiing bénh nhdn co nguy co bj doc than cao
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nhat 1& nhiing ngudi co chiic ndng than suy giam. suy tim, réi loan chic ning gan, nhing ngudi dang uéng
thudc loi tiéu, thudc Gc ché enzym chuyén, thubc déi khang thu thé angiotensin Il vA ngubi cao tudi. Nhiing
bénh nhan nay nén dugc theo ddi cdn than trong khi diéu tri véi celecoxib.

M@t s6 trudng hop co phan (ng gan nghiém trong, bao gdm ca viém gan t6i cap (mot so bi t vong), hoai
tlr gan va suy gan (mot so truong hgp bi tir vong hodc cdn phai ghép gan) da dugc bdo cdo véi celecoxib.
Trong s0 nhiing trudng hop dudc bao céo vao thoi gian bdt ddu, hdu hét nhiing phan Gng bat Igi nghiém
trong & gan tién trién trong vong 1 thang sau khi bdt dau diéu tri bing celecoxib.

N&u trong qud trinh diéu tri, b&nh nhin cé tinh trang xau di ¢ bat ky chiic ndng clia hé co quan nao dugc
mo t& trén day. can thic hién nhiing bién phap thich hgp va nén xem xét ngung diéu tri bang celecoxib.

— Nhing phén Gng da nghiém trong, mot so truong hop gay ti vong, bao gdm viém da tréc vay, hoi chiing

Stevens-Johnson va hoai t&f biu bi nhim doc, dd duoc bao céo 1a rat hi€m lién quan v6i viéc st dung
celecoxib. C6 v& nhu nhiing b&nh nhan ¢d nguy co cao nhat gdp cac phan (ng nay vao giai doan sém cla
qué trinh diéu tri: Khdi phat cla phan Gng trong phdn I6n cac trudng hgp xdy ra trong vong thang dau tién
clia qua trinh diéu trj.
C4c phén Gng qua man nghiém trong (bao gém phan Ging phan v&, phit mach va phat ban do thudc kém
tdng bach cdu ua eosin va cac triéu ching toan than (DRESS) hay hoi ching qua man) dd dugc bdo cao &
nhiing b&nh nhan ding celecoxib. Nhiing bénh nhan c6 tién st di Ging voi sulphonamid hay di (ing v6i bat
ky thudc nao khac c6 thé cé nguy co gip cac phin (ing da nghiém trong hay cac phan (ing di ing cao hon.
Nén ngung sl dung celecoxib ngay khi méi xuat hién triéu chiing phat ban da, tn thuong niém mac hay
hat c(f dau hiéu qua man nao khéc.

— CEFALOX 100 c6 chia lactose. Nhiing bénh nhdn c6 cac van dé vé di truyén hiém gdp khéng dung nap
galactose, thiéu hut enzym Lapp lactase hodc kém hap thu glucose-galactose thi khong nén dung thudc nay.

PG vGi phu nif cd thai: Celecoxib chua dugc nghién cliu ddy di trén phu ni c6 thai. Chi nén dung celecoxib &

phu n c6 thai khi lgi fch vugt qua nguy co tiém &n d6i v6i thai nhi. Khong ding celecoxib ¢ 3 thang cudi clia

thai ki, vi cdc chat dc ché tong hgp prostaglandin co thé co tdc dung xau trén hé tim mach cla thai.

Pdi véi ba me cho con hi: Chua biét celecoxib bai ti€t qua siia me hay khong, nén ngung cho con b hodc

ngung ding thudc vi kha ning nguy hiém trén tré bi me.

Tac dong cha thudc khi 1di xe va van hanh mdy méc: Thubc c6 thé gdy chéng mit, nhic ddu. Cin than

trong khi 1ai xe hay van hanh may moéc.

TAC DUNG KHONG MONG MUON:

Thudng gap, ADR > 1/100:

Tiéu hoa: Pau bung, tiéu chdy, kho tiéu, ddy hoi, budn non.

H6 h&p: Viém hong, viém mii, viem xoang, nhiém khudn dutng hd hip trén.

Hé than kinh trung uong: M4t ngd, chéng mat, nhic dau.

Da: Ban.

Hiém gédp, ADR < 1/1000:

Tim mach: Ngat, suy tim sung huy&t, rung that, nghén mach phdi, tai bi€n mach mdu ndo, hoai thu ngoai

bign, viém tinh mach huyét khoi, vim mach.

Tigu hoa: T4c rudt, thing rudt, chdy méau duting tidu hoa, viém dai trang chdy mau, thing thuc quan, viém tuy.

Gan méat: B&nh sdi mat, viem gan, vang da, suy gan.

Huy8t hoc: Gidm lugng tiéu cdu, mat bach cdu hat, thifu méau khdng tai tao, gidm toan thé huyét cdu, giam

bach cau.

Chuy&n héa: Giam glucose huyét.

H& thdn kinh trung uong: Mat diéu hoa, hoang tubng tu sat.

Than: Suy thdn cap, viém than ké. W



Da: Ban do da dang, viém da tréc, hoi chiing Stevens-Johnson.

Chung: Nhigm khuin, ch&t dot ngdt, phan (ng kiéu phan vé, phu mach.

Thong bdo cho bdc sT nhitng téc dung khdng mong mudn gap phai khi st dung thudc.

TUONG TAC THUAC:

Celecoxib lam gidm tac dung ha huyt ap cla cac thudc Gc ché enzym chuyén.

Nén dung thudc Celecoxib vdi liéu thap nhdt 6 bénh nhan dang dung fluconazol.

Celecoxib dugc chuyén héa chil yéu qua trung gian cytochrome P450 isoenzyme CYP2C9. Dung chung Véi
nhiting thuc ma (c ché hodc dugc chuyén hoa bdi isoenzym nay co thé thay ddi ndng do cla celecoxib trong
huy&t tudng.

Celecoxib 12 chdt tc ché isoenzyme CYP2D6, vi vdy tac dong |én nhiing thudc dudc chuyén héa bdi enzym
nay. :

Lam gidm téc dung tdng bai tiét natri niéu cla thudc Igi tigu furosemid va thiazid.

Dung déng thdi véi aspirin ¢ thé din dén ting ty 18 loét duting tiéu héa hodc cac bi€n chiing khéc.

Lam gi&m su thanh thai qua than clia lithi, din d&n ting ndng do lithi trong huyét tudng.

Cac bign ching chdy mau k&t hop voi ting thoi gian prothrombin da xay ra 6 mdt s0 ngudi bénh (chli yéu
ngudi cao tudi) khi dung celecoxib ddng thoi véi warfarin.

QUA LIEU VA XU TRI:

Trigu chung: Ngl lim, ngli l6 md, buén nén, nén, va dau vung thugng vi. Cling xdy ra nhung hiém: chay mau
dudng tigu hoa, tdng huy€t ap, suy than cdp, dc ché hd hap, hén mé va céc phan (ng phan vé.

XU tri- Diéu trj triéu ching va diéu tri hd tro. Co thé gay non hodc ding than hoat tinh (60 — 100 g cho ngudi
I6n, hodc 1 d&n 2 g/kg cho tré em).

TRINH BAY:

* Hop 1 vi x 4 vién nang cling.

Hop 3 vi x 10 vién nang ciing.

Hop 1 chai 100 vién nang cung.

BAO QUAN: Bdo quan & nhiét do dusi 30°C, nai kho rdo, tranh 4nh sang.

HAN DUNG: 36 thang ké tif ngay sin xuit. Khong ding thudc khi qua han st dung.

NGAY XET LAI T0 HUGNG DAN SU DUNG:...

DE XA TAM TAY TRE EM.
pOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
Nha sén xuat:
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CONG TY CO PHAN DUGC PHAM 0PV
L& 27, Budng 3A, Khu Céng Nghiép Bién Hoa Il, Thanh phd Bién Hoa, Tinh Péng Nai.
BT: (061) 3992999 Fax: (061) 3835088
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