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MAU NHAN Vi, HOP PANG KY
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MAU NHAN CHAI, HOP DANG KY

1. M3u nhan chai
2. Mau nhan Hop
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Chi djnh

- Bidu trj ridu chimg thodi hda khtrp & nglrdi iem.

- Bidu tri triéu chimg viém khérp & ngurdi lon

- Tri 8u b sung potyp tuyén trong gia dinh. Lam giam
4 luana polyp tuvén trong aia dinh & rudt két

- Didu trj Gau chp, ke ca dau sau phiu thudt, nhé rang.
- Didu tr théng kinh nguyén phét

Chéag chl fjuh; Céch ding; Tée dyng phy;

vi céc thing tin khac: Xin doc hwdng diin sir dyng,
Biio qudn: Noi kho thodng, trénh dnh séng,

nhigt 4§ phong (<30°C).
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Rx — Thuéc ban theo don
HUONG DAN SUF DUNG THUOC
Vién nang cirng ALDORIC FORT
San xuét theo: TCCS

CONG THUC: MGi vién nang cirng cé chira:

Celeroialy . wmm s 200,00 mg

T4 dwoc vira da 1 vién nang cirng

(Kollidon 30, Primellose, Calci dibasic phosphat.2H,O, Talc, Magnesi stearat,
Ethanol 96°, Nuwéc tinh khiét).

DU'Q'C DONG HOC

Celecoxib la mét thubc khang viém khéng steroid, (rc ché chon loc cyclooxygenase-
2 (COX-2), co tac dung diéu tri chéng viém, gidm dau, ha s6t. Co ché tac dung cla
Celecoxib dwoc coi la trc ché sw tdng hop prostaglandin, chii yéu théng qua tac dung
trc ché isoenzym cyclooxygenase-2 (COX-2), din dén lam gidm sw tao thanh cac tién
chét ciia prostaglandin. Khac véi phan 16n céc thube chéng viém khong steroid trwéc
day, Celecoxib khong lrc ché isoenzym cyclooxygenase-1 (COX-1) voi cac nong dd
didu tri & ngudi. COX-1 Ia 1 enzym cAu triic ¢6 & hau hét cac mé, bach cau don nhan
to va tidu cAu. COX-1 tham gia vao tao huyét khéi (nhu thic ddy tiéu cau ngung tap)
duy tri hang rao niém mac bao vé clia da day va chirc néng than (nhw duy tri twéi mau
than). Do khéng trc ché COX-1 nén Celecoxib it cé nguy co gay tac dung khdng mong
mudn (thi du déi véi tiéu cAu, niém mac da day), nhung co thé gay tac dung khéng
mong muén & than twong tw nhw cac thuéc chéng viém khong steroid khéng chon loc.
DU'QC LUC HOC

- HAp thu: Sau khi udng khodng 3 gio, sé dat ham Iwgng dinh ctia Celecoxib trong
huyét twong. Véi lidu 100 — 200 mg dung trong I&m sang, thi ham lwgng dinh trong
huyét twong va dién tich dwéi dwdng cong (AUC) clia Celecoxib ty I& thuan véi liéu
lwong.

- Phan bé: & ngwdi khde manh, Celecoxib gan manh vao protein — huyét twong khi
diing v&i lidu diéu tri.

- Chuy&n héa: Chuyén héa Celecoxib chi yéu qua cytochrom P450 2C9 & gan. ba
tim thdy trong huyét twong ngudi 3 chat chuyén hoa: regu bac nhat, acid carboxylic
twong (rng va chat glucuro — lién hop, nhirng chét chuyé&n héa nay déu mét hoat tinh
¢ ché COX; hodc COXa.

- Thai tri: Celecoxib thai trir chi yéu qua chuyén hoa & gan. Trong phan va nwéc
tiu c6 rat it chat me chwa chuyén hoa.

CHI DINH

- Didu tri triéu chirng thoai hoa khép & ngudi Ion.

- Pidu trj triéu chirng viém khop & nguwdi 1on.

- Tri liéu bd sung polyp tuyén trong gia dinh. Lam giam sé long polyp tuyén trong
gia dinh & rudt két.

- Didu trj dau cp, ké ca dau sau phau thuat, nho rang.

- Pidu tri théng kinh nguyén phat.
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LIEU DUNG - CACH DUNG
Céch dung: :
Thudc uéng ngay 01 1an hoac chia lam 2 I4n béng nhau, déu c6 t&
trong didu trj thoai hoa xwong - khép. i véi viém khép dang thap, "h dt
d&u 1am 2 fan. Liu t&i 200 mg/lan, ngay uéng 2 I1an, co thé ubng khé oA
bira &n; liu cao hon (nghfa la 400 mg/lan, ngay ubng 2 1&n) phai ud
(cting v&i thirc dn) dé cai thién hap thu.
Liéu lvong:
- Thoai héa xwong-khép: D& didu tri thoai hoa xwong - khép, liéu phai diéu chinh
theo nhu cAu va dap tng clia tirng nguwoi bénh, tim lidu thap nhét c6 hiéu qua. Liéu
théng thwdng 200 mg/ngay uéng 1 1an hodc chia lam 2 liéu bang nhau. Liéu cao hon
200 mg/ngay (nhw 200mg/1 liéu, ngay 2 1an) khéng c6 hiéu qua hon.
- Viém khép dang thap & ngudi Ién: Lidu thong thwong 100-200 mg/lan, ngay
uéng 2 14n, lidu cao hon (400 mg/1 1an, ngay 2 1an) khéng c6 tac dung tét hon.
- Polyp tuyén trong gia dinh: Liéu 400 mg/lan, ngay u6ng 2 lan.
- Pau néi chung va théng kinh: Lidu théng thuong & ngudi lon: 400 mg udng 1
IAn, tiép theo 200 mg néu cAn, trong ngay dau. Dé tiép tuc giam dau, cb thé cho liéu
200 mg ngay udng 2 Ian, néu can.
- Ngwdi cao tudi (trén 65 tudi): Khong can diéu chinh liéu, méc du ndng do thubc
trong huyét twong tang. Tuy nhién, déi véi ngudi cao tudi co trong lwgng co thé dwoi
50 kg, phai duing liéu khuyén cao thép nhét khi bt dau diéu tri.
- Tré em: Chwa duoc nghién ctru va khdng khuyén céo dung cho tré em.
- Suy than: Chua dwoc nghién ctru va khdng khuyén céo dung cho ngudi suy than
nang. Néu thiy cAn thiét phai diing celecoxib cho ngudi suy than, phai giam sat cin
than chirc nang than.
- Suy gan: Chuwa dwgc nghién ciru. Khdng duoc dung cho ngwdi bénh suy gan
nang. Di v&i suy gan vira, khuyén cao nén giam 50% liéu dung.
CHONG CHI BINH -
- Khéng ding & ngwdi qua man cdm voi bAt ctv thanh phan nao cla thuéc, voi ‘
sulphonamid.
- Bénh nhan bj hen, may day hay céc phan (*ng kiéu dj tng do dung aspirin hodc
cac thude chéng viém khdng steroid khac. .
- Cac bénh nhan bj viém ruét; suy tim nang; suy gan nang; suy than nang (hé s6 ‘_,
thanh thai creatinine < 30 ml/phut).
THAN TRONG VA CANH BAO
- Khéng dung celecoxib dé thay thé corticoid hoac dé didu tri suy giam corticoid.
Ngtrng corticoid dot ng6t co thé gay con kich phat bénh dap rng v&i corticoid.
- Pwong tiéu hoa: Cé khi gap nguy co loét, chdy mau va thing éng tiéu hoa, doc
tinh nghiém trong vé dudng tiéu hoa nhuw chdy mau, loét va thiing da day, rugt non va
ruét gia.
- CAn than trong dung celecoxib cho ngudi cao tudi, suy nhwoc vi dé gy chdy mau
duong tiéu hoa va thuong chire néng than bi suy giam do tudi.
- Celecoxib c6 th& gay doc cho than, nhat 1a khi duy tri lvu lvong mau qua than phai
cAn dén prostaglandin than hd trg. Nguwdi cé nguy co cao gdm cé nguwdi suy than, suy
tim ho#c suy gan. Can rat than trong dung celecoxib cho nhirng nguwdi bénh nay.
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TAC DUNG KHONG MONG MUON

- Tac dung khéng mong mudn clia celecoxib & liéu thwéng diing
c6 lién quan chi yéu dén duong tiéu hoa.

- Tiéu hoa: Pau bung, ia chay, khé tiéu, day hoi, budn nén. Hiém \ga
rudt, chdy mau dudng tiéu hoa. |

- Hé than kinh trung uvong: Mat ngt, chéng mét, nhirc dau.

- Huyét hoc: Giam lwgng tiéu ciu, mét bach ciu hat, giam bach cu.

- Chuyén hoé: Gidm glucose huyét.

- Da: Ban dé da dang, viém da tréc, hdi chirng Stevens-Johnson.

Théng béo cho béac sy biét nhikng tac dung khéng mong muén gép phai khi st
dung thuéc.
TUONG TAC THUOC

- Twong tac chung: Celecoxib chuyén hoa chii yéu qua cytochrom P450 2C9 & gan;
vi vay, can than trong khi phéi hop celecoxib vé&i cac thubce (e ché P450 2C9.

- Thudc (rc ché enzym chuyén angiotensin (ACE): NSAID lam gidm tac dung chéng
tang huyét ap clia cac thuéc (rc ché ACE.

- Furosemid: O vai ngwdi bénh, NSAID c6 thé 1am giam tac dung thai Na'/niéu clia
furosemid.

- Aspirin: Phéi hop aspirin véi celecoxib cé thé lam tang téc do loét éng tiéu hoa
ho#c cac bién chirng khac.

- Fluconazol: Phéi hop véi fluconazol 200 mg lam téng gap d6i ndng dé celecoxib
trong huyét twong.
NGUOI CO THAI

- Chwa c6 céac nghién ctru day di vé celecoxib & phu ni® mang thai. Chi nén ding
celecoxib cho phu nir mang thai khi loi ich cao hon nguy co cé thé xay ra dbi vai thai
nhi. Khéng ding thuéc & 3 thang cubi thai ky, vi cac chét c ché téng hop
prostaglandin c6 thé co tac dung x4u trén hé tim mach cla thai.
NGU'®'I NUGI CON BU

- Celecoxib bai tiét qua sira chudt céng cai véi ndng d6 twong duong trong huyét
twong. Chuwa rd celecoxib c6 qua sira me hay khdng. Vi c6 nhiéu thudc qua dwoc sira
me va vi c6 thé c6 phan (rng nghiém trong ctia celecoxib cho tré bd me, nén can quyét
dinh hodic me ngirng thubc hodc ngirng cho con bu, c6 tinh dén tam quan trong cua
celecoxib diéu tri cho me.
NGU'®1 VAN HANH MAY MOC TAU XE

- Khéng anh hwéng dén hoat dong van hanh may méc tau xe
QUA LIEU VA CACH XU TRi

- Nhirng triéu chieng khi diing qué liéu NSAID cép tinh 1a ngd lim, budn ngd, budn
nén, nén, dau thwong vi, thwong cd hdi phuc khi co diéu tri nang d&. C6 thé gap chay
mau 6ng tiéu hoa.

- Néu qua lidu NSAID, phai diéu tri triéu chirng va diéu tri nang d&. Khong c6 thudc
gidi doc dac hiéu.

- Néu méi ngd doc trong vong 4 gior va cb gép cac triéu chirng qua lidu, co thé chi
dinh gay nén va/hodc uéng than hoat va/hoic ubng tay loai tham thau.

Théng bao ngay cho bac sy nhikng tac dung khéng mong muén gip phai khi
sir dung thuéc qua liéu.
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BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dd phong (< 30°C).
DONG GOI: Vi 10 vién, hdp 3 vi. Chai 100 vién, hdp 1 chai.
HAN DUNG: 36 thang ké tir ngay san xuét

DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SU’ DUNG
THUOC NAY CHI DUNG THEO DON CUA BAC SY
POC KY HYONG DAN SU’ DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY
Tén va dia chi nha san xuét: I/Z/
CONG TY CO PHAN SPM (SPM CORPORATION)

r WWW.SPM.Com.vn

s pm L051, buong s6 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
PT: (08) 37 507 496 - Fax: (08) 38 771 010

Tén va dia chi Nha phan phéi:
CONG TY CO PHAN VN PHARMA
B 666/10/3 duong 32, P. 14, Q. 10, Tp. HCM
DT: 1900 558 825 - Fax: (08) 6264 7662

Tp. HCM, ngay 06 thang 11 nam 2013

\97 Tbng Giam Péc
.I 7 ‘.

PHO CYC TRUONG

W G%g; Qy% DS. ‘ guyén Thé Ky




