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Rx: Thube bén theo don TG HUONG DAN SU DUNG

CONOGES
(Celecoxib)

THANH PHAN

M&i vién nang Conoges 100 chira:

- Hoat chdt: CelecoXib ..covevvrrnrererenene. 100,0 mg

_ Té duwpe: Lactose monohydrate, natri lauryl sulfat, kollidon K30, natri croscarmellose, magnesi stearat, nudc
tinh khiét, ethanol 96%.

Mai vién nang Conoges 200 chira:

_  Hoat chdt: CelecoXib ..........cccccueunnne. 200,0 mg

_  Té duge: Lactose monohydrate, natri lauryl sulfat, kollidon K30, natri croscarmellose, magnesi stearat, nudc

tinh khiét, ethanol 96%.
W
DUQC LUC

Celecoxib 12 mot thubc chéng viém khong steroid, te ché chon loc cyclooxygenase-2 (COX-2), ¢6 cdc tdc dung
chéng viém, giam dau va ha sét. Co ché tac dung cua celecoxib dugc coi la tc ché sur tong hop prostaglandin, chu
yéu théng qua tac dung trc ché isoenzym cyclooxygenase-2 (COX-2), dan dén 1am giam sy tao thanh cac tién chat
ctia prostaglandin. Do khéng trc ché enzym cyclooxygenase-1 (COX-1) nén Celecoxib it c6 nguy co gdy céc tac
dung phu vdi niém mac da day, nhung c6 thé gy tac dung phu ¢ than twong ty cac thube chong viém khong steroid
khong chon loc.

DUQC PONG HOC
Hap thu: 7 ) ]
Celecoxib hap thu nhanh qua dudng tiéu héa. C6 thé diing Celecoxib dong thoi v6i thirc an ma khong can cha y

dén thoi gian céc bita an. Ndng o dinh trong huyét tuong ctia thude thudng dat & 3 gio sau khi ubng 1 lidu duy
nhét 200 mg ltc d6i, va trung binh bing 705 ng/ml. Néng d6 thudc ¢ trang théi 6n dinh trong huyét tuong dat duo
trong vong 5 ngay.

Phdn bo: :
Thé tich phan b ¢ trang thai én dinh khoang 400 lit (khoang 7,14 litkg) nhu vy thudc phan b6 nhiéu vao mé. O
ndng d6 diéu trj trong huyét twong, 97% celecoxib gdn véi protein huy€t twong.

Thai trie: —
Nira doi thai trir trong huyét tuong ciia celecoxib sau khi udng 1a 11 gior va h¢ s6 thanh thai trong huyét tuong E
khoang 500 ml/phtt. Nira doi thai trir cua thube kéo dai & ngudi suy than hogc suy gan. Celecoxib dugc chuyén héa 'x
trong gan thanh céc chat chuyén héa khéng c6 hoat tinh bai isoenzym CYP4s502C9. o

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

. 2
CHI PINH ) 3
e Diéu trj triéu chimg viém xwong khép, viém khop dang thap ¢ ngudi lon. e

e Didu tri dau cip, ké ca dau sau phau thuat, nhd réng.

e Diéu tri théng kinh nguyén phat.

e Didu trj bd trg dé lam giam sé lugng polyp trong ligu phap thong thutmg diéu tri bénh polyp dang tuyén dai
truc trang c6 tinh gia dinh.

LIEU LUONG VA CACH DUNG
Cdch dimng:
e Trong diéu trj viém xuong khop: ubng ngay 1 1an hogc chia lam 2 14n bang nhau, déu c6 tac dung nhu
nhau.
o  Dbi voi viem khop dang thép: nén ding lidu chia 1am 2 lan.
o Déi vai lidu t6i 200 mg/lan, ngay ubng 2 14n, c6 thé udng ciing véi thirc an hogc khong.
e D6 vai lidu t6i 400 mg/lan, ngay ubng 2 lan, ubng vao bita an (cling véi thirc an).
Liéu ding:
Thoi héa xuong - khép: lidu thong thuong 200mg/ngay, uéng 1 1an hogc chia lam 2 liéu bang nhau.
Viém khép dang thép: 100-200 mg x 2 lan/ngay.
Viém cot sbng dinh khép: 200 mg/ngay hodc 100 mg x 2 lan/ngay.
Polyp dai — truc trang: 400 mg/lan, ngay ubng 2 lan
Pau néi chung va thdng kinh: lidu thong thuong & ngudi 16n 400 mg/ngay/lan, tiép theo 200 mg néu cén,

r

trong ngay dau. Dé tiép tuc giam dau, c6 thé dung lieu 200 mg, ngdy uong 2 14n, néu can.
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CHONG CHI PINH
e Man cam véi Celecoxib, sulfonamid.
e Bénh viém rudt (bénh Crohn, viém loét dai trang).
e Tién sir hen, may day, hodc c6 cac phan tmg kiéu di (mg sau khi dung aspirin hogc cac thudce
khang viém khong steroid bao gdm cée thude e ché dic hiéu COX-2 khéc.
e Diéu tri dau trong vang phau thuét trong phau thuét ghép dong mach vanh nhén tao.
THAN TRONG
Thén trong dung Celecoxib:
e Vdi nhitg ngudi 6 tién sir loét da day, t4 trang, hogc chay mau dudng tiéu hoa, mac du thuée duge coi la
khong gdy tai bién dudng tiéu héa do tic ché chon loc COX-2.
e Cho ngudi cao tudi, suy nhuoe vi dé gay chay mau dudng tiéu hoa va thudng chirc ning than bi suy giam
tudi.
e Cho ngudi suy tim, suy gan, suy than. Celecoxib co thé gy doc cho thén, nhét 1a khi duy tri luu lugng méu
qua than phai cin dén Prostaglandin thén ho tro.
e Cho nguoi bi phu, gitr nude (nhu suy tim, than) vi thubc gay @ dich, 1am bénh nang I1én..
e Cho ngudi bi mat nudc ngodi té bao (do dung thude loi tiéu manh). Cén phai diéu trj tinh trang mat nudc
trudce khi dung Celecoxib.
e Vi chua & Celecoxib c6 1am giam nguy co ung thu dai — tryc trang lién quan dén bénh polyp dang tuyén
dai — tryc trang c6 tinh chét gia dinh hay khéng, cho nén van phai cham séc bénh nhan nay nhu thuong 18,
nghia 12 phai theo ddi ni soi, cit bo dai — tryc trang dy phong khi cin. Ngoai ra can theo di nguy co bién
chimg tim mach (nhéi mau co tim, thiéu mau co tim cuc bg). Celecoxib khong c6 hoat tinh ndi tai khang
fiéu cau va nhu vay khong bao vé dugc céc tai bién do thiéu mau co tim, nhét 14 néu dung lidu cao kéo dai
(400 — 800 mg/ngay)

TUONG TAC THUOC 3437
e Chung: chuyén héa ctia Celecoxib qua trung gian cytochrom P4502C9 trong gan. Str dung dong thoi cm
celecoxib véi céc thude c6 tc dung tic ché enzym nay c6 thé anh huong dén duge dong hoc cua celecoxib, 'HAN
nén phai than trong khi ding ddng thoi cac thudc nay. Ngoai ra, celecoxib cling (re ché gian cytochrom PHAM
P4502D6. Do d6 ¢6 kha nang tuong téc giita celecoxib va cdc thudc duge chuyén hoa bai Pysg2D6. TON
e Thubc tic ché enzym chuyén angiotensin: céc thuéc chéng viém khong steroid 6 thé 1am giam téc dung _N%

chdng tang huyét ap cla céc thude tre ché enzym chuyén angiotensin. T

e Thubc lgi tiéu: cac thude chdng viém khong steroid c6 thé lam giam téc dung tang bai tiét natri nidu cla
furosemid va thiazid & mot s& bénh nhén, c6 thé do Grc ché tong hop prostaglandin va nguy co suy than co

thé gia ting. )
e  Aspirin: mic du 6 thé ding celecoxib cing véi lieu thap aspirin, nhung viéc sur dung dong thoi hai thude ?\

nay c6 thé din dén tang ty 1& loét dudng tiéu héa hodc cac bien chimg khic, so véi vice ding celecoxib SN, o
riéng ré€. % .
e  Fluconazol: dung déng thoi celecoxib véi fluconazol c6 thé dén dén tang dang ké ndng do huyét tuong cua i
celecoxib. N ‘_';
e Lithi: celecoxib c6 thé 1am gidm sy thanh thai than cu lithi, diéu nay dan dén tang nong d lithi trong huyét A/ '

tuong. W
e  Warfarin: c4c bién chimg chay mau két hop voi tang thi gian prothrombin da xay ra & mot s6 ngudi bénh -f““
(chit yéu ngudi cao tudi) khi ding celecoxib déng thoi véi warfarin.
TAC DUNG KHONG MONG MUON
e  Tic dung khong mong mudn cua celecoxib & lidu thuong dung néi chung nhe va c6 lién quan cha yéu dén
dudng tiéu héa. Nhimg tac dung khong mong muon khién phai ngimg dung thuoc nhiéu nhat gém: kho
tiéu, dau bung. Khoang 7,1% ngudi bénh ding celecoxib phai ngimg ding thude vi céc tac dung khong
mong mudn so véi 6,1% ngudi bénh dung placebo phai ngimg.
e Thuodng gip, ADR > 1/100:
Tiéu héa: dau bung, ia chay, kho tiéu, day hoi, budn non.
Ho hap: viém hong, viém mili, viém xoang, nhidm khuén dudng ho hép trén.
Hé thén kinh trung wong: mat ngu, chéng mt, nhirc dau.
Da: ban.
Chung: dau lung, phli ngoai bién.
e Hiém gap, ADR < 1/1000:
Tim mach: ngé.t, suy tim sung huyét, rung thét, nghé&n mach phéi, tai bién mach mau ndo, hoai thu ngoai bién,
viém tinh mach huyét khéi, viém mach.
Tiéu hoa: tic rudt, thung rudt, chay mau dudng tiéu héa, viém dai trang chay méu, thing thuc quan, viém tuy,
tic rudt.
Gan mat: bénh s6i mat, viém gan,vang da, suy gan.
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Huyét hoc: giam lugng tidu cAu. mét bach ciu hat, thiéu mau khong tai tao, giam toan thé huyét cau, giam bach
cau.

Chuyén héa: giam glucose huyét.

Hé than kinh trung uong: mét diéu hoa, hoang tuong tu sat.

Thén: suy than cap, viém thdn ke.

Da: ban do da dang, viém da troc, hi ching Stevens — johnson.

Chung: nhidm khuan, chét dot ngdt, phan tmg kiéu phan vé, phu mach.

Théng bdo cho bdc sT nhitng tdc dung khiong mong mudn gdp phai khi sic dung thudc.

PHU NU CO THAI VA CHO CON BU
e Thoi ky mang thai:
Chura ¢6 cac nghién ciru day du v& celecoxib & phy nit mang thai. Chi nén ding & phuy nit mang thai khi 1¢i ich cao
hon nguy co c6 thé xay ra doi voi thai. Khong ding celecoxib & 3 théng cubdi ctia thai ky, vi cac chét irc ché tong
hop prostaglandin c6 thé c6 tac dung x4u trén hé tim mach cua thai. :
. Thiﬁ ky cho con bi: ul/
Chua biét celecoxib c6 duge phan bd vao sita me hay khong. Vi celecoxib ¢6 thé ¢6 nhimg tac dung khéng mong
muén nghiém trong ¢ tré nho bu sira me, cAn can nhéc loi/hai hodic ngimg cho con b, hoc ngimg dung celecoxib.
LAI XE VA VAN HANH MAY MOC
Sau khi ubng thude bénh nhan c6 the bi chong mét nén than trong khi 14i xe va van hanh may moéc.
QUA LIEU VA XU TRI
Tri¢u chimg:
e C6 thé gay ngi lim, ngi lo mo, budn ndn, non va dau ving thugng vi; cac biéu hién nay thudng phuc hdi
véi cdc viéc didu tri nang do.
e Chay mau duong tiéu hoa.
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o  Ciic bidu hién xay ra hiém hon 1a tang huyét ap, suy than cép, tic ché ho hap va hon mé.

e Didu trj qué liu thudc chéng viém khong steroid bao gdm diéu trj triéu chimg va nang do; khong c6 thude
giai doc dac hiéu dbi véi thudc chéng viém khong steroid.

e Trong4 gid ddu sau ding qua lidu, liéu phap gdy non va/hodc cho ding than hoat tinh (60 — 100 g cho 2
ngudi 16n, hogc 1 dén 2g/kg cho tré em), vi/hodc mot thudc tay tham théu ¢6 thé c6 ich doi véi nhimg
ngudi bénh da c6 biéu hién bénh ly hogc da uéng mét lugng thude qué 16n.

o Khong biét celecoxib c6 loai duge biing thim tach méu hay khong, nhung thudc gan vao protein vdi ty 1€
cao goi ¥ sir dung cac bién phéap bai ni¢u cudng birc, kiém héa nude tiéu, thAm tach mau hodc truyén mau  J
¢6 thé khong c6 hiéu qua loai bo lugng lon celecoxib khoi co thé. ¢>§

BAO QUAN: Noi kho, nhiét do dudi 30°C, tranh dnh sang. )
HAN DUNG: 36 thang ké tir ngay sin xuét.
PONG GOI: Ep vi Al-Al Hop 3 vi x 10 vién nang
TIEU CHUAN: TCCS.

b4,
A
3
AL
*

PE XA TAM TAY CUA TRE EM
THUOC NAY CHi DUNG THEO PON CUA BAC SI
POC KY HUOGNG DAN SUDUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HO1 'Y KIEN BAC ST
San xuét tai:
CONG TY CcO PHAN DUQC PHAM BOS TON VIET NAM T
®6.43, Duong sb 8, Khu cong nghiép Vit Nam - Singapore, Thuan An, Binh Duong, Viét Nam  §
DT: 06503 769 606 - Fax: 06503 769 601 J
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