e Mau nhan CELECOXIB 200mg
Hoép 3 vix 10 vién n u .
(Hop ang cung) e

1/ Nhan vi: CELECOXIB CELECOXIB
CELECOXIB 200mg

CELECOXIB 200mg

BO Y Tﬁ @ CTY CP DUGC MINH HAI
CUC QUAN LY DUGC CELECOXIB  CELECOY
- o . /

DA PHE DUYET GMP-WHO VI 10 VIEN NA 13 s ve ‘mN.Dqu

CELECOXIB CELEC l‘l : MIN’H HA

Lan dau: ﬂ J"_g / /( GeLETOXE Momp  cELSCOMS

CELECOXIB CELECOXIB

CELEGOX|E 200mg CELECTXIB 200mg

GMP-WHO BLISTER OF 10 CAPSULES

“ S6 16 sx: Han ding |
2/ Nhan hop:

GMP - WHO HOP 3 Vi X 10 VIEN NANG CUNG

B: Thude bdn theo don

CELECOXIB 200mg

”“I]lr

COMPDSITION: Each capsule contains INDICATIONS, DOSAGE AND METHOD OF
- Celecoxit 200 mg ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS,
- Excipients .. . one capsule SIDE EFFECTS AND OTHER PRECAUTIONS: Read the

STORAGE: Below 30°C. Store in a cogl package insert

dry place. Prolect from light
MANUFACTURER'S SPECIFICATION
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE UISE

GMP - WHO BOX OF 3 BLISTERS X 10 CAPS
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THANH PHAN: M&i vién nang cdng chia TIEU CHUAN AP DUNG: TCCS
- Celacoxib : 200 mg DE XA TAM TAY CUA TRE EM
- Thdude e do s | VST DOC K¥ HUONG DAN SUf DUNG TRUGG KHi DUNG
BAO QUAN; Dugi 30°C, Noi khé mat, tranh anh sang SBK:
Chi BINH, CHONG CHI BINH, CACH DUNG - S8 18 sx:
LIEU DUNG, TAC DUNG PHU, TUONG TAC Ngay sx.

THUGC VA NHUNG BIEU CAN LUU Y:
Xin doc trong t8 hudng din sd dung

Han ding:




MAU TOA HUONG DAN
To huéng dén sit dung thudc
Rx: Thudc bdn theo don CELE COXIB zoomg.
THANH PHAN: Cho mdt vién nang cing.

Celecoxib 200 mg

Tinh bdt mi 110 mg

Sodium Starch Glycolat 24 mg

Natri lauryl sulfat 11 mg

Talc 1 mg

Magnesi Stearat 4 mg
pUQC LUC HOC:

Celecoxib 1a mdt thudc chdng viém khong Steroid, dc ché chon loc cyclooxygenase-2
(COX-2). Cd ch€ téc dung cla Celecoxib duge coi 1a e ché tdng hop Prostaglandin, chi y&u
thong qua tdc dung uc ché isoenzym cyclooxygenase-2 (Cox -2), din dén lam gidm sy ta0 thanh
c4c tién chét cia Prostaglandin.
pUGC PONG HOC:

Celecoxib duge hdp thu nhanh qua dudng tiéu héa. Sau khi uong khodng 3 gid s€ dat
ham lugng dinh ciia Celecoxib trong huyét tuong. V6i lieu 100-200mg dung trong 1am sang thi
ham lugng dinh trong huy€t tudng va dién tich dudi dudng cong biéu dién (AUC) ctia Celecoxib
{f 16 thudn véi lidu lugng. Celecoxib chuyén héa chii yéu & gan thong qua hé thong men Paso.
Celecoxib bai ti€t qua phan va nudc tiéu dudi dang chuyén héa.

CHI PINH:
- Khédng viém, gidm dau trong céc trudng hgp: Viém xuong khdp, viém khdp dang thap,
viem cot song dinh khép & ngudi 16n. 3
. Gidm dau trong cdc trudng hgp: dau hau phiu cdp tinh va dau bung kinh.
CHONG CHI PINH: 2
_ Bénh nhan mén cdm vdi thinh phén cla thude. \ e
- Khong dung cho ngudi bi loét da day t4 trang, viém rudt. =

- Khong ding cho bénh nhén c6 tién st di ¥ng voi aspirin hay cdc thudc khédng viém khong '~
steroid (NSAID) khdc. .

_ Khong dung cho bénh nhan 6 tién sit di @ng véi Sulfonamide.

- Khodng dung cho bénh nhdn bi suy tim nang, bénh thi€u mdu cuc bd, bénh dong mach
ngoai bién, bénh mach mdu ndo.

- Khong dung cho bénh nhan suy thin nang.

- Phu nif ¢6 thai va cho con b. Tré em dudi 18 tdi
CACH DUNG - LIEU DUNG:

Ngudi 16n:
- Viém xuong khdp, viém khdp dang thap: Uong 100 - 200mg/lan, 2 lan/ngay
Viém cot song dinh khdp: Uong 200mg-400mg/ngay.
- Pau bung kinh: Liéu khdi ddu udng 400mg/ngdy, cdc ngdy tiép theo udng 200/ngay hodc
chia 1am 2 1an.




THAN TRONG:

_ Cin than trong dang thudc cho ngudi ¢6 tién st loét da day ta tr
duding tiéu hoa.

- Can thin trong dung thudc cho ngudi ¢ tién si hen, di trng khi ding
chong viém khong steroid.

_ Cén than trong ding thudc cho ngudi tang huy€&t ap.

_ Cén thin trong diing thudc cho ngudi cao tudi. n€u cin c6 thé gidm liéu.

- Céc bénh nhiém khudn, tinh trang viém nhi&m dudng ho hap trén, ngudi bi suy gan, hodc
thay ¢6 di ung & da.

. NE&u c6 triéu ching trén phai ding thudc ngay.

- Than trong khi ding Celecoxib cho ngudi 14i tau xe, vén hanh mdy moéc vi thudc cé tdc

dung khong mong mudn nhu nhic diu, chéng mat...
U DUNG CHO PHU NU €O THAI VA CHO CON BU:
- Thdi ky mang thai: Khdng nén diing cho phu nif trong thdi k¥ mang thai.
- Thdi k¥ cho con bi: Khong nén diing cho phu nif trong thdi k¥ cho con bu.
TUGNG TAC THUOC:
Khi dang v6i mot s6 thudc khdc, Celecoxib 6 thé:
* Lam gidm:
- Téc dung chong ting huyét dp cla cdc thudc e ché men chuyén Angiotensin.
_Téc dung thai Na* trong nudc ti€u clia Furosemid.
* Lam tang:
- T4c dong loét Ong tiéu héa hodc cic bi&n chitng khdc clia Aspirin.
- Khi phdi hgp v6i Fluconazol 1am ting gip dbi ndng do Celecoxib trong mau.
- Khi phdi hgp v6i Lithium lam ting ndng d Thilium trong mdu khodng 17%.
_C6 thé lam ting tic dong khang dong clia thudc Wafarin.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC: ,
Thén trong khi dung Celecoxib cho ngudi 1di tau xe, van hanh mdy méc Vi thudc c6 tac
dung khong mong mudn nhu nhifc ddu, chéng mat...
TAC DUNG KHONG MONG MUON:

. Xu&t huyét tiéu héa, khé tiéu, tiéu chiy, dau bung, budn non, dau lung, phit ngoai vi,
nhitc ddu, chéng mat, mat ngd, phdt ban, viém hong. Mic di loét da day rudt co xdy ra khi dung
Celecoxib, cdc nghién cifu ngdn ngdy cho thdy ty 1& mic tai bién nay thdp hon cdc NSAID khiéc.

- Celecoxib khong cén trd chic nang tiéu ciu, do d6 khong lam gidm dong mau din dén
ting chdy mdu nhu cic NSAID khdc.

- Nhitng tdc dung c6 hai hay gap nhét 1a dau ddu, dau bung, kho tiéu, tiéu chéy, budn ndn,
ddy hoi va mit ngd. Nhiing tdc dung phu khdc 1a chodng ngat, suy than, suy tim, tién trién ning
ctia cao huyét 4p, dau nguc, U tai, di€c, loét da day rudt, xudt huyé&t, nhin 16a, lo au, man cam
vdi 4nh sdng, ting can, cdc tri¢u chiing giong cim, chong mdt va yéu.

- Céc dang di tng co thé xdy ra vdi Celecoxib. Nhitng ngudi bi phdn ung di ¢tng (phdt ban,
ngita, kh6 thd) véi Sulfonamide (nhu Bactrim), Aspirin hodc cdc NSAID khdc c6 thé bi di ing
véi Celecoxib va khong nén udng Celecoxib.

“Théng bdo cho bdc si nhiing tdc dung khéng mong mudn gap phai khi sit dung thudc”.
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SU DUNG QUA LIEU:

- Biéu hién qud lidu: Ngi liém, ngu 16 md, budn non va dau ving thugng
nay thudng phuc hoi véi viéc diéu tri nang d3. C6 thé gap chdy mdu ong tiéu
xdy ra hi€m hon 1a ting huyét dp, suy than cap, ttc ché hd hdp va hon mé. G
dudc thong bao véi liéu diéu tri clia thudc chong viém khong steroid va ¢o thé
lieu.

_ Céch x{ tri: N&u qué lidu NSAID, phdi dieu tri tri¢u ching va diéu tri ning dd. Khong co
thuSc gidi doc dac hiéu. Néu mdi ngd doc trong vong 4 gid va ¢ céc triéu ching qud liéu, c6
thé chi dinh gy non hodc udng than hoat.

BAO QUAN:
Bdo quan & nhiét do dudi 30°C. Noi kho md, trdnh dnh sdng.
Pt XA TAM TAY TRE EM. £
HAN DUNG:
36 thing k€ tir ngay sdn xuat
Khong dung thudc qud han.
HINH THUC - CACH TRINH BAY:
Péng trong vi, hop 3 vi x 10 vién nang ciing. C6 toa huéng din kém theo. Pong trong

thiing carton.

Poc ki hudng din s dung trude khi dung.
N&u cAn thém thong tin xin héi § ki€n thay thudc.
Thudc SX theo : TCCS.

CONG TY CO PHAN DUGC MINH HAI
322 - Ly Van Lam - P1 - TP. Ca Mau - Tinh Ca Mau
DPT:0780 3831133  * FAX : 0780 3832676

TUQ CUC TRUONG
P.TRUONG PHONG
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