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PRESCRIPTION DAUG

GOLCOX

Celecoxib 200mg

GOLCOXIB

COMPOSITION
Each capsule contains:

CBldCEXID G i s 200 mg

Excipients: Lactose, PVP K30, Talc, Sodium

starch glycolat, Magnes: stearat, Ethanol

96% .qs
INDICATION

- Anti-inflammatory and pain relief for arthritis

and rheumatoid arthritis.

- Pain in dental surgery.
CONTRAINDICATIONS, SIDE-EFFECTS,
INTERACTION

Please read the leaflet in the box.
| DOSAGE & USAGE

* Adults:

- Osteoarthritis: Take 1 capsule/time/day.
-Acute arthrilisTake 1 capsule/time, 2 times/day.

* Children: not recommended to take this

medicing

Or as directed by physician
STORAGE

Dry place, avoid the sunlight, below 30°C.
SPECIFICATION: MANUFACTURER

VISA: KgEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION
BEFORE USE
Manufactured by:
aceutical Joint Stock Company
Mifpa g 521 An Loi, Hoa Loi, Ben Cat, Binh Duang
~ TEL: (0650) 3589 036 - FAX: (0650) 3589 297

THAAE BAN THEO DN

GOLCOX

Celecoxib 200mg

54 L6 5K
Ngay 5X: HD:

MAU NHAN HOP VA MAU Vi GOLCOXIB

GOLCOXIB

THANH PHAN
Méi vién nang cung chifa:
CelgcoXil .o 200 MG
Taduge: Lactose PVP K30, Tale, Sodiumstarch
glycolat, Magnesi stearat, Ethanol 86° .. vd
CHI BINH
- Chéng viém va giam dau trong viém khdp
va viém khdp dang thip
- Giam dau trong phau thuat rang.
CHONG CHI BINH, TAC DUNG KHONG
MONG MUGN, TUONG TAC THUGC
Xin doc ky trong 16 hudng din sif dung thubc.
LIEU DUNG & CACH DUNG
* Nguai 16n:
- Viém xudng khap. uéng 1 vién/lan/ngay.
- Viém khdp dang cap: udng 1 vién/lan,
2 lan/ngay.
* Tré em: Khang khuy&n cao diing thude nay.

_Hodc theo chi dan cda thay thugc.
BAO QUAN

Nai kho rdo, tranh dnh sang, dudi 30°C.
TIEU CHUAN: TCCS
SBK:
DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

San xuft tai:

Coéng ty CP Dwoc Pham ME DISUN
[ 521 An Loi, Hoa Loi, Bén Cat, Binh Duong
— DT:{0650) 3589 036 - FAX: (D650) 3589 297
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GOLCOXIBE GOLCOXIB

Calacoxil 200mg Celecoxib 200my;

SBK:
Cong Ty CP Duoc pham ME Di SUN

GOLCOXIB GOLCOXIB

Celecoxib 200mg Celacoxih 200myg
SPK

JuTy
Cong Ty CF Duoc phivm ME DI SUN

GOLCOXIB GOLCOXIB

Celecoxib 200mg Celecoxib 200mg

SPK:
e ;
Cong Ty CP Duoc pham ME D) SUN

GOLCOXIB GOLCOXIB

Celecoxilh 200mg Celecoxit 200mg
nengy SO ’
Cong Ty CP Duoc pham ME DI SUN

GOLCOXIE GOLCOXIB

Celecoxib 200mg Celecoxib 200mg
S5BPK:

Pegiey
H Céng Ty CP Dudic phim ME DI SUN

e
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Ry thudc bén theo don
Dé xa tim tay tré em
Doc ki huong dén sit dung truéc khi diing
Néu cin thém thong tin xin héi y kién bdc st
Dang bao ché: Vién nang ciing

cd PHAN \
DUQC PHAM

E DI SUN «
GOLCOXIB & 7;1'_-_%3“,“}3/
TRINH BAY: Hop 10 vix 10 vién
CONG THUC
et s s RaT 200 mg

Ta duoc (Lactose; PVP K30; Natri starch glycolat; Magnesi stearat; Talc; Ethanol
96°),vira du 1 vién.

DUQC LUC HQC

Celecoxid la mot thude chéng viém khong steroid, trc ché chon loc cyclooxygenase — 2 (COX —
2), ¢6 tac dung diéu tri chéng viém, giam dau, ha s6t. Co ché tac dung cua celecoxib
duge coi la tre ché sw tong hop prostaglandin, chii yéu thong qua tac dung trc ché
isoenzym cyclooxygenase —2 (COX — 2), dan dén lam giam su tao thanh cac tién chat
ctia prostaglandin. Khac véi phan 1én cac thude chéng viém khong steroid c6 trude day,
celecoxib khong e ché isoenzym cyclooxygenase-1 (COX-1) véi cic nong do diéu tri &
ngudi. COX-1 14 1 enzym cdu tric ¢6 & hiu hét cac m, bach ciu don nhan to va tidu
cau. COX-1 tham gia vao tao huyét khdi (nhu thac day tiéu cau ngung tap) duy tri hang
rao niém mac bao vé clia da day va chirc niang than (nhu duy tri tudi mau théan). Do
khong trc ché COX-1 nén celecoxib it ¢6 nguy co gdy tac dung phu (thi du déi voi tiéu
cau niém mac da day), nhung c6 thé gdy tac dung phu & than tuong tu nhu cac thude
chéng viém khong steroid khong chon loc.
DUQC PONG HQC

Hip thu: Celecoxib duoc hap thu nhanh qua duong tiéu héa. Udng celecoxib véi thite an
c6 nhiéu chat béo 1am cham thoi gian dat nong do dinh trong huyét twong so véi udng lic
d6i khoang 1-2 gio va lam tang 10-20% dién tich du6i dudng cong (AUC). C6 thé udng
celecoxib dong thoi véi thire in ma khon g can chi ¥ dén thoi gian céc bira an.

Nong d dinh trong huyét trong cita celecoxib thuong dat dwoc sau khi ubng khoang 3
gid v6i 1 liéu duy nhét 200 mg lic déi, va trung binh bing 705 nanogam/ml. Nong do
thudc & trang thai én dinh trong huyet twong dat duogc trong vong 5 ngay; khong thiy c6
tich 1ily. O ngudi trén 65 tudi, nong d¢ dinh trong huyét tuong va AUC tang 40 va 50%,
tuong ung so véi nguoi tré; AUC cuia celecoxib & trang thai dn dinh tang 40 hodc 180%
0 nguoi suy gan nhe hodc vira, tuong tng, va giam 40% & ngudi suy gan than man tinh
(toc df loc cau than 35-60 ml/phut) so véi & ngudi binh thuong.




Phan bd: Thé tich phan bb ¢ trang théi 6n dinh khoang 400 lit (W 4
Vay thudc phan bd nhiéu vao mé. O nong do diéu tri trong huyﬁfqg/'&é@%\_
gin véi protein huyét tuong. "5-’ [ cp HAN \
Thai trir: Nira doi thai trir trong huyét twong ctia celecoxib Su% g*l’ﬁ”l
s6 thanh thai trong huyét tuwong khoang 500 ml/phut. Nira doi ia E(@é ng/x'

suy than va suy gan. Celecoxib dugc chuyén hoa trong gan thanh & tl g
khong c6 hoat tinh bai isoenzym CYP 45,2C9.

Celecoxib thai trir khoang 27% trong nuéc tiéu va 57% trong phan, dudi 3% liéu dugc
thai trlr khong thay ddi.

CHI PINH

Chéng viém va giam dau trong viém khép va viém khép dang thép.

Giam dau trong phiu thut ring.

CHONG CHI PINH

Khong diung ¢ ngudi qua man cam véi bat ky thanh phdn nao cia thubc, véi
sulphonamide; suy than hay suy gan nang; hen, may day hay cac phan ung kiéu di ting

do dung aspirin hodc cac thube chéng viém khong steroid khac.
LIEU DUNG

Nguoi lon:

Viém xuong khép: Udng 1 vién/lan/ngay. | €

Viém khop dang thap: Udng 1 vién/lan, 2 1an/ngay.

Tré em: khong khuyén céo ding thude nay

Hodc theo chi dan ciia thay thude

TUONG TAC THUOC

TLr(mg tac chung: celecoxib chuyén hoa chu yéu qua cytochrom P4502C9 ¢ gan; vi vay
can théan trong khi phéi hop celecoxib véi cac thube tre ché P4s0 2C9. Ngoai ra, celecoxib
con tre ché cytochrom Pysp2D6. Do d6 ¢6 kha ndng tuong tac gitra celecoxib va cac thube
duoc chuyen hoa bdi Pys92D6.

Thubc trc ché enzym chuyén anglotensm celecoxib ¢ thé lam glam tac dung chéng ting
huyét ap cuia cac thude trc ché enzym chuyen angiotensm Vi Vay can chi y dén tuong tac
khi dung celecoxib dong thoi voi céc thube tre ché enzym chuyen angiotensin.

Thube loi tiéu: celecomb c6 thé lam glam tac dung tang bai tiét natri niéu cua furosemid
va thiazid & mot s§ bénh nhén, c6 thé do e ché tong hop prostaglandin va nguy co suy
than c6 thé gla tang.

Aspmn phéi hop aspirin v6i celecoxib ¢ thé 1am ting toc do loét dng tiéu hoa hodc cac
bién ching khéc.

Fluconazol: dung dong thoi celecoxib voi fluconazole c6 thé dan dén ting nong do
celecoxib trong huyét twong. Nén bét dau diéu tri celecoxib v6i liéu khuyén dung théap
nhét & ngudi bénh ding fluconazol ddng thoi.
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trong huyét twong. Can theo déi chat ché nguoi bénh dung dong 's, it L-VM &
céc dé‘iu hiéu doc cua lithi va céin diéu chinh liéu celecoxib cho ’ u hopi p14 N
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két hcrp voi tang thoi gian prothrombin. Can theo ddi cac xét nghibh & UHngMau nhu
thoi gian prothrombin, dic biét trong miy ngay dau sau khi bét W@t doi liéu
phép. ———

THAN TRONG

Can than trong ding celecoxib cho ngudi 6 tien sir loét da day ta trang, hodc chay mau
dudng tiéu hod, mac du thube duoge coi 1a khong gay tai bién dudng tiéu hoa do e ché
chon loc Cox-2.

Can than trong dung celecoxib cho nguoi cé tién su hen di trng khi dung aspirin hoic
mot thude chong viém khong steroid vi c6 thé xay ra sdc phan vé.

Cén than trong dung celecoxib cho ngudi cao tudi, suy nhuoc vi d€ gy chay méu dudng
tiéu hod va thucmg chirc nang théan bj suy giam do tubi.

Celecoxib c6 thé gay doc cho than, nhit 14 khi duy tri ILru lugng mau qua than phai can
dén prostaglandm than hd tro. Ngudi c6 nguy co cao gdm c6 ngudi suy tim, suy thén
hodc suy gan. Cén rét than trong dung celecoxib cho nhitng ngudi bénh nay.

Can than trong ding celecoxib cho ngudi bi phu, gitt nude (nhu suy tim, than) vi thudc
gay r dich, lam bénh ning Ién.

Cén than trong khi dung celecoxib cho nguorl bi mat nudc ngoai té bao (do dung thube
loi tiéu manh). Can phai diéu trj tinh trang mét nude trude khi dung celecoxib.

Vi chua 16 celecoxib ¢6 lam giam nguy co ung thu dai - truc trang lién quan dén bénh
polyp dang tuyén dai - truc trang c6 tinh chét gia dinh hay khong, cho nén van phai tiép
tuc chdm séc bénh nay nhu ter(mg ¢, nghia 1a phai theo dai noi soi, cit bo dai - truc
trang du phong khi can. Ngoai ra, can theo dai nguy co bién chung tim mach (nh01 mau
co tim, thiéu mau co tim cuc bd). Celecoxib khong O hoat tinh noi tai khang tiéu cau va
nhu vay khong bao vé duoc céc tai bién do thiéu mau co tim, nhét 1a néu dung lidu cao
kéo dai (400 - 800 mg/ngay). |
PHU NU CO THAI VA CHO CON BU: A

Nén tranh ding cho phu nit ¢6 thai nhat 1a 3 thang thai ki cudi vi sé& 4
phét trién hé tim mach cua thai nhi.

Nguoi cho con bt: Chua rd celecox1b cO qua sita nguoi me hay khong. Vi thude cé thé
¢6 nhiing tac dung khong mong muén nghiém trong cho tré nho bu me. Cén can nhéc loi
hai khi ding celecoxib diéu tri cho phu nit dang cho con bu.

TAC PONG CUA THUOC LEN VAN HANH MAY MOC VA LAI XE:

Thude khéng anh huéng dén kha ndng lai xe va van hanh may.
QUA LIEU VA XU LY

huong dén su



Nhitng tri¢u chu:ng khi dung qua liu Celecoxib cép tinh 1a ngi -1, buon non,
non, dau thuong vi, thudng c6 hoi phuc khi ¢6 diéu tri nng de; (Cthé Céthe mau ong
tiéu hoa. Néu qua liéu Celecoxib, phai diéu tri triéu chirng va\m ﬁ#@' ong co

thubc giai doc dic hiéu. A\ NG w__/

Néu méi ngd doc trong vong 4 gio va ¢6 gap céc triéu ching E;ua~ima: <o the chi dinh
gy non va/hodc udng than hoat va/hodc udng tay lai tham théu.

TAC DUNG KHONG MONG MUON

Thuong gap, ADR > 1/100

Tiéu hoa: Dau bung ia chay, kho tiéu, diy hoi, budn non.

Hb6 hap: Viém hong, viém miii, viém xoang, nhiém khuan duong ho hip trén.
Hé than kinh trung uong: Mit ngu, chong mat, nhtrc dau.

Da: ban.

Chung: Dau lung, phu ngoai bién.

Hiém gap, ADR < 1/1000

Tim mach: Ngét, suy tim sung huyét, rung that, nghén mach phéi, tai bién mach mau
ndo, hoai thu ngoai bién, viém tinh mach huyét khdi, viém mach.

Tiéu hoa: tic rudt, thung rudt, chay méau duong tiéu hoa, viém dai trang chdy mau, thing
thuc quan, viém tuy, tic rudt.

Gan mat: Bénh so1 mat, viém gan, ve‘mg da, suy gan.

Huyet hoc: Giam luong tteu cau, mét bach cdu hat, thidu mau khong tai tao, giam toan
thé huyét cau, giam bach cau.

Chuyén héa: Giam glucose huyét.

Hé than kinh trung uong: Mét didu hoa, hoang tudng, tu sat. & =
Théan: Suy théan cép, viém thén ké&.

Da: Ban do da dang, viém da troc, hoi ching Stevens-Johnson.

Chung: Nhiém khuén, chét dot ngdt, phan tng kiéu phan vé, phu mach.
Thong bdo cho bac sy nhirng tac dung khong mong mudn giip phai khi sir dung
thude.

BAO QUAN: Noi kho thodng, tranh 4nh séng, nhiét do duéi 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.

Khong sir dung qua han ghi trén bao bi

TIEU CHUAN: TCCS s6 0650-007-2012

Logo cong ty: MEDISUN

Nha san xuit: Cong ty cd phan Duge Phdm ME DI SUN

Dia chi nha san xudt: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong.

Dién thoai: 0650 3589036 — Fax: 0650 3589297
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