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1.- MAU NHAN (VI 10 VIEN NANG CUNG):

MAU NHAN

! | CELECOXIB CELECOXIB

CELECOXIB 200 mg CELECOXIB 200 mg

CELECOXIB

@ Vi S0 =t ta) chi nhash

CONG TY CPDP T.U VIDIPHA tinh Binh Duong

CELECOXIB 200 mg
CELECOXIB CELECOXIB

CELECOXIB 200 mg CELECOXIB 200 mg

CELECOXIB CELECOXIB

CELECOXIB 200 mg CELECOXIB 200 mg

CELECOXIB CELECOXIB

CELECOXIB 200 mg CELECOXIB 200 mg

CELECOXIB CELECOXIB

CELECOXIE 200 mg CELECOXIB 200 mg
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2.-MAU HOP (3 VI X 10 VIEN NANG CUNG):
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R THUGC BAN THEO BON GMP - WHO RATHUGE BAN THEO BON

CELECOXIB CELECOXIB
200mg 200mg

S8 105X
Ngay 58X
HD

WG QLA 307, TRANH ANH SANG

nang clng chila;

HOP 3 Vi X 10 VIEN NANG CUNG

coNGg TY cb pHAN DUQJC PHAM T.U VIDIPHA
184/2 L& Vin S§, Phudng 10, Qun Phi Nhufin, TP HCM
BT: (08) - 38440108 Fax: (84 - B) - 38440446
Sdn xudt tpl chi nhinh

CONG TY CPDP TU VIDIPHA TINH BiINH DUONG
Ap Tan Binh, x& T&n Higp, huy@n Tén Uydn, tinh Binh Dudng

CELECOXIB
200 mg

80C K HUANG kN 51 DyNG TRUGS K4 DUNG

CELECOXIB
THANH PHAN: M

HOP 3 Vi X 10 VIEN NANG CUNG

coNG TY cd PHAN DUGC PHAM T.U VIDIPHA
184/2 L& Van 5§, Phuding 10, Quén Phi Nhuln, TP HCM
BT: (08) - 38440106 Fax: (84 - 8) - 38440446
Sdn xudt tpl chi nhénh

CONG TY CPDP TU VIDIPHA TINH BINH DUONG
Ap Tan Binh, x Tén HiBp, huyén Tan Uydn, finh Binh Dudng

CHU HCH@QUANTRL
DS. KIEU HUU

i b, Ching chi dioh, Libu higng & cich Ging v cic g i Khic

CELECOXIB

Tidu chud

{iin dpe frong K huting dén & ding)
KHONG DUNG QU LIEY CHE DN
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3.- MAU TS HUGNG DAN SU DUNG THUOC (MAT A):

Rx CELECOXIB 200mg
THUGC BAN THEG DO VIEN NANG CUNG
THANH PHAN: M3i vién nang cdng chda:
« Hoal chat chinh: Celecoxi 200mg
« T4 duge: Lactose, P.V.P K30, magnesi stearat, croscarmellose natri, natri lauryl sulfat .
CHI DINH:

+ Diutr tridu ching thodi hda khop & ngutii Idn.
+ Didutri trigu ching viém khop dang thdp & ngui ldn.
+ Diéutri bd trg dé 13m gidm s6 lugng polyp trong ligu phdp thng thuting diéu tri bénh palyp dang tuy&n dai - tryc tring
¢ tinh gia dinh,
+ Difutri daucdp, ké ci dau sau phu thudt, nhd ring.
+ Diéu tri thdng kinh nguy#n phit,
CHONG CHI DINH:
+ Min cdm véi celecoxib, sutfonamid.
+ Suytim ndng.
+ Suygan nang.
Suy thin niing (h s& thanh thai creatinin dudi 30 mi/phit).
Bénh viém rudt (b&nh Crohn, viém loét dai trang).
Tién s bi hen, mé day, haiic cic phn dng kidu di Ung khdc sau khi diing aspirin hodc cdc thuc chdng viém khong
steroid khic. B3 o6 bdo cdo vé cdc phin ing kifu phan vé ning, d6i khi gdy chét, véi cdc thudc ching viém khong
steroid & nhiing ngufi b&nh nay.
LIEU LUGNG & CACH DUNG:
Cach ding: Thudc udng ngay 1 14n holc chia 1Am 2 in bing nhau, déu cd tac dyng nhu nhau trong didu trj thodi héa xuong
- khdp. B vdi viem khép dang thdp, nén ding fidu chia d&u thanh 2 i4n, Liu 16i 200 mgAdn, ngay udng 2 Idn, cé thé udng
khong c4n chii y d&n bda &n; liu cao han (nghfa 12 400 mgAdn, ngdy udng 2 14n) phdi ubing vito bila &n (cing véi thilc an) a8
cdi thign hip thu.
Lidu lugng:
+ Thodi hoa xuong - khép: liu duy nhat 1 vidn/ngay.
+ Viém khdp dang thap & ngudii Idn: 1 vién x 2 1n/ngdy.
« Polyp dai - tryc trang: 2 vién x 2 iin/ngay, uding trong khi &n. Theo nh san xudt, 40 an todn va higu qud cla ligu phdp
trén 6 thang chua dugc nghién ciu. ]
« Dau ndi chung va théng kinh: liu thang thuding & ngudi I6n: 2 viénAdn, ding tigp theo liéu 1 vignAdn ndu cdn
ngdy d4u. DE tiép tyc gidm dau, cd thé choliéu 1 vién x 2 14n/ngay, néu cdn,
« Ngudi cao tudi: trén 65 tudi, khang cdn diéu chinh liéu, mic di néng 60 thudc tang trong huy#t tudng. Tuy
ngudi cao tudi cé trong lugng cd thd dudi 50 kg, phii diing ligu khuyén céo thip nhat khi bat ddu didutri.
o Suy than: chua dugc nghién cilu va khding khuyén cdo diing cho ngutsi suy than. Néu cdn thidt phi din
nguisi suy thin nng, phdi gidm sdt cdn than chic nang thin.
+ Suy gan: chua dugic nghién ciu. Theo nha san xudt,khdng dugc ding cho ngudi bénh suy gan ning. B
nha san xudt khuy&n cdo gidm lidu khodng 50%.
TAC DUNG KHONG MONG MUOMN:
+ Thuding g3p: dau byng, tigu chiy, kho tigu, ddy hoi, bun ndn; viém hong, viém mii, viém xoang, nhifm
hé hdp trén; mdt ngi, chong mat, nhic ddu; ban da; dau lung, phit ngoai bién.
« Higm gap: ngat, suy tim sung huyét, rung that, nghén mach phdi, tai bi#n mach mau ndo, hoai tl ngoai bién, viém
mach huyst khdi, viém mach; tc rudt, thing rudt, chiy mdu dubng tiéu hoa, viém dai trang chiy méu, thiing thyc
quin, viém tuy, tdc rudt; bénh soi mat, viém gan, vang da, suy gan; gidm lugng tidu cdu, mdt bach cdu hat, thigu mdu
khang tdi tao, gidm todn thé huyét cdu, gidm bach cdu; gidm glucose huyét; mat diéu hoa, hoang tuling tu sat: suy thin
c4p, vigm thin k&; ban do da dang, viém da tréc, hdi ching Stevens - Johnson; nhifim khudn, ch&t dbt ngdt, phin tng

kidu phn v, phis mach. CH[’JHCHHBQUANTRI 9'\3"3‘

Ghi ghir thong bdo cho bic 57 nhilng tdc dung. khdng mong mudin gdp phdi khi sii dyng thudic

THAN TRONG: 3 ~
Noudi c6 tién sif loét da ddy td trang, hodc chdy mdu dudng tiéu hoa. DS' KIE U HUU

Ngudii ¢ tién st hen, dj iing khi dling aspirin hodc mot s thudic chding viém khdng steroid vicd thé xdy ra sic phin vé.
Ngui cao tudi, suy nhugc.

Ngudi suy tim, suy thin, suy gan.

Ngudi bi phi, il nudc (nhu suy tim, thdn) vi thudc gay d dich lim bénh ndng IEn.

Ngudi bj mat nudc ngodi t& bo (do ding thudc Igi tidu manh). Cén phai diéu trj tinh trang mét nudc trudc khi ding
celecaxib.

+ Vichia rd celecoxib cd [Am gidm nguy caung th dai - tryc tring lién quan dén bénh polyp dang tuydn dai tnyc - trdng
¢6 tinh chat gia dinh hay khdng, cho nén vin phdi cham séc bénh nhdn nay nhy thuting 18, nghta 14 phdi theo dbi nbi
soi. cat b dai - tryc tring dy phong khi cn. Ngodi ra, c4n theo dBi nguy ca bién ching tim mach (nhdi méu co tim,
thi€u mdu cotim cuc b), nht 1A néu ding lidu cao kéo dai (400 - 800 mg/ngay).

PHUY NO MANG THAL; Cho ti nay, chua cé c4c nghién ciu ddy di vé celecoxib & phy n mang thai. Chinén ding celecoxib
cho phu n mang thai khi Igi ich cao hon nguy cd c6 thé xdy ra ddi vdi thai. Khong diing celecoxib & 3 thing cudi cda thai ki vi
cdc chilt i ché tdng hgp prostaglandin cé thé c6 tdc dyng xdu trén hg tim mach cia thai.

PHU NI CHO CON BU: chua biét celecoxib c6 dugc phdn bd vio sa me hay khong. Vi celecoxib c6 thé cd nhiing tic dyng
khéing mang mudn nghigm trong & tré nhd bd s3a me, cdn cdn nhic Igi/ hai hodc nging cho b, hodc ngiing diing celecoxib.
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4.- MAU TO HUONG DAN SU DUNG THUGC (MAT B):

LAIXE VA VAN HANH MAY MOC: nén thn trong vi thudic c6 thé gay chng mat.
TUONG TAC THUDC:

+ Celecoxib c thé 1am gidm tdc dyng ha huyét dp clia cdc thubc tc chi men chuyén.
Celecoxib hay cdc thulic khang viém khing stercid néi chung co thé Iam gidm tic dyng tang bai tit Natri - nibu cla
furosemid va thiazid & mit sd b&nh nhin, cé thé do iic ché tdng hop prostaglandin va nguy cd suy thdn c6 thé gia ting. :
Sif dyng celecoxib ciing vdi liéu thip aspirin cé thé diin dén tang ty 18 lodt dubing tiéu hda hodc cdc bign chiing khic 50|
vii vigc diing celecaxib riéng I8,

Fluconazol lam ting ddng k& ndng a9 cila celecoxib trong huyét tuong vi vy celecoxib nén duge ké dan vdi lidu khuy&n
cdo thdp nhdt & b&nh nhan dang diing fluconazol.

Celecoxib l3m tang ndng d4 lithi trong huy#t tudng. CAn theo ddi chat ché bénh nhén diling ddng thoi lithi va celecoxib

vi cdc ddu hidu dic cla lithi va cdn didu chinh liéu cho phil hop khi bit d4u hodc ngiing diing celecoxib.

Céc bidin ching chdy mdu két hgp voi ting théii gian prothrombin d3 xdy ra & mdt s§ bénh nhdn (chd yéu & ngudi cao

tudi) khi ding celecoxib déng thisi voi warfarin. Do d6, cin theo doi cdc xét nghiém vé ddng mdu nhy thii gian

prothrombin, dic bigt trong mdy ngdy ddu sau khi bit ddu hodc thay ddi ligu phdp, vi cdc bénh nhan ndy cb nguy cd.
bighn chiing chdy mdu cao.

DUC LYC HQC:

+ (Celecoxib 13 mdt thudc khdng viem khing steroid, dc ché chon lpe cyclooxygenase-2 (COX-2), cb tic ddng khdng viém,
ha s6t va gidm dau. Cd ché tdc dbng ciia celecoxib 13 do dc ché sy ting hop prostaglandin, chil y&u théng qua tdc dyng |
iic chd isoenzym cyclooxygenase-2 (COX-2), ddn dén 1am gidm sy tao thanh cdc tién chat clia prostaglandin. 0 ndng |
d8 tri liu trén ngudi, celecoxib khng dc ché isoenzym cyclooxygenase-1 (COX-1). COX-1 12 mdt enzym cdu tric c6 &
hdu hét cic md, bach cdu don nhdn to va tidu cdu. COX - 1 tham gia vao tao huyét khdi duy tri hing rao niém mac bdo |
v da day vA chdc ndng than. Do khiing iic ché COX - 1 nén celecoxib it b nguy cd gdy cic tc dung phy (thi dy d&i véi |

tidu cdu niém mac da day), nhung cd thé gdy tic dyng phy & thin nhu cdc thudic khing viém khéng steroid khoing chon
DUGC DONG HOC:

Hip thu:

+ Celecoxib duge hdp thu nhanh qua dubing tidu héa. USng celecoxib vdi thiic 3n cd nhifu chit béo 1am chim thdi

gian dat ndng dd dinh trong huy&t tuong so véi uing lic déi khodng 1 - 2 gity va Am ting 10 - 20% dién tich
dudi duing cang (AUC). C6 thé diing celecoxib ddng thdi véi thic &n ma khong cdn chi v dén thii gian cdc bia
an.
Ndng df dinh trong huygt tudng coa thuc thubing dat & 3 gid sau khi uBng 1 lidu duy nhat 200 mg lic déi v
trung binh bing 705 nanogam/ml. Ndng d thudc & trang thii dn dinh trong huyét tuong dat dugc trong v
ngdy, khong thdy cd tich IGy. O ngudi cao tudi trén 65 tudi, ndng dd dinh trong huyét tudng va AUC ting
50%, tudng iing, so véi ngudi tré, AUC ciia celecoxib & trang thdi 6n dinh ting 40 hodc 180% & ngudi
nhe hodc vifa, tudng dng vi gidm 40% & ngubi suy thin man tinh (48 lgc cdu thdn 35 - 60 mifphit)
binh thuting.

Phin bé: !

+ Thé tich phdn bd & trang thdi dn dinh khodng 400 Iit (khodng 7,14 lit’kg) nhu vay thufic phin b& nhifufdo\md;
O néng dd didu tri trong huyét tuong, celecoxib lién ket véi protein huyét tuong khodng 97%. '9$ V

Théi trir: 2

+ Nia 6t thii trif trong huy8t tuong clia celecoxib sau khi uding 14 11 gids, vA hé 8 thanh thdi trong huyét

khodng 500 ml/phit. Nia doi cla thudc kéo dai & ngudi suy thdn hodc suy gan. Celecoxib dugc chuyén héa t
: gan thanh cic chat chuyén hda khong co hoat tinh bdi isoenzym CYP,q, 2C9.
+ Celecoxib thai tril khodng 27% trong nudc tidu v 57% trong phdn, dudi 3% liu dugc thai tril khang thay dgi.
QuA LIEu XU TRE:

+ Biu hién qud liu cac thudc chdng viém khdng steroid cd thé gdy ngd lim, ngl Id md, budn non, nbn, va dau wnn
thugng vi: cdc bidu hin ndy thuting phuc héi véi viéc diéu tri ning da. Ciing xdy ra chiy mdu duling tigu héa. Cdc biﬂu
hign xdy ra hi€m hon: ting huyét dp, suy thin cp, Ge chd hi hip v hiin mé.

Didu tri qua li€u thudc khing viém khdng steroid bao gém didu tri triéu ching va ndng d3, khong cd thudc gidi dc aac
hiéu ddi véi thudc khang viém khtng steroid. Trong 4 gids ddu sau khi ding qud lidu, ligu phdp gdy nén va/modc chothan
hoat (60 - 100g cho nguii I6n, 1 - 2g/kg cho tré em), va/hodc mt thudc tdy thdm tha cé thé cb ich adi véi ngudi bénh
c6 bifu hign bénh Iy hodc da udng mdt lugng thudc qud Idn.
QUI CACH DONG GOI: Hop 3vi x 10 vién nang cing.
BAD QUAN: Nai khd, nhiét do khong qud 30°C, trénh 4nh sdng.
HAN DUNG: 48 thang ké tif ngay san xudt.
TIEU CHUAN; TCCS
CHU ¥: THUGC NAY CHI DUNG THEO DON CUA BAC SV
Khiing sif dyng thude néu:
Vign thudc bj bién mau, mép méo, nit vd.
Wi thud bf rdch.
Pidl ngung ding thudc ngay va thiing bao cho bac 5§ khi gip nhilng tridu ching dj dng.
BE xatdm tayiré em.
Boc ki hudng din s dyng trude khi diing. N€u cfin thém théng tin, xin hal § ki€ bie sf.
Khing dilng thudic qué han ding ghi trén nhin.
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CONG TY ¢8 PH.in nuoc PHIM TRUNG UGNG VIDIPHA
184/2 L& Van S7, Phusing 10, Quén Phi Nhuan, TP HCM
BT: (08) - 38440106 Fax: (84 - B) - 38440446
Sén xullt tak: ehi nhdnh CONG TY CPDP TU VIDIPHA tinh Binh Duong

VIDIPHA Ap Tan Binh, x& TAn Hip, huyén Tan Uyén, tinh Binh Dudng

PHO CUC TRUBNG




