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TAMUNIX
(Vién nang ciing Etodolac 300 mg)

‘“THANHPHAN:
MB@i vién nang ciing c6 chira:
Hogt chdt: Etodolac USP 300 mg
T4 duge: Cellulose vi tinh thé (Avicel PH 101), poudoqe K-30, crospovidone
(Kollidon CL), natri lauryl sulphat, talc tinh ché, magnesi stearate
Nang cifng gelatin ¢ s6 0, thin nang miu tring nga, ndp nang miu do xm.
DUGC LUCHOQC :
Etodolac la thudc khéng viém khéng steroid (NSAID) c6 tic dung tic ché khing
viém, gidm dau va ha s6t. Cach& hoatdjng ciia etodolac cling giéng nhircic thudc
khang viém khée, c6liénquan dén e ché tdng hap prostaglandin,
DUGC BONG HQC:
Etodolac ditde dung nap 181 v ¢6 46 sinh khd dung 100% khi ué) ng 200 mg etvdolac
dang vién so vdi 80% etodolac dang dung dich. Etodolac khong chuyén héa & giai
doan du tién theo dudng uGng. Néng dd dinh huy&t trang tir 4 — 37 + 9 p/mlL sau
khi ufng liéu 200 - 600.mg va dat duge trong vong 80+ 30 phit. Thitc in khéng lam
dnh hudng dén g hap thu cla etodolac nhung lai lam gidm ndng 49 dinh xuéng gin
1,5 gi¢f va tang thisi gian nong 6 dinh 1én 1,4 - 3,8 gid.
Nong d6 phiin bd trung binh clia etodolac xdp xi 390 mL/kg. Hdn 90% etodolac gdn
ké&tvdiprotein huyét tong, chi y&u 1 albumin.
D6 thanh thii trung binh theo duing uding ciia etodolac 1 49 (+ 16) mL/kg, Khodng
gin 1% liéu dugce thii tri dudi dang khong d6i wrong nude tiéu va 72% dudi dang
chit chuyén héa. Mic dii thin 1a con duisng dao thai chil yéu ciia cdc chit chuyén
héa ciia etodolac, nhung khéng cin chinh liéu 3 bénh nhén bi r8i loan chifc ning
thin nhe vi vira. Thdi gian bdn thii trang binh cliaetodolac 14 6,4 gies. Khodng 16%
liéu dude thai trir qua phén.
CHi DINH:
Piéu tri viém. dau'do viém khép, viém xidng khdp, viém khdp dang thﬁ'p edp vil
man tinh.
CHONG CHi DINH:
Bénhnhin qui min vdi Etodolac hodic bit cit thanh phiin nio cla thudc,
Bénh nhén viém loét duding tiéu hod hodc chdy mdu 6ng tiéu hod ciptinh.
Bénh nhin hen, ndi may day, hay di imng vdi aspirin hodc cdc thufc khing viém
khéng steroid (NSAID) khéc.
Phy nit mang thai hodc nudi con bi. Tré dudi 18 tudi,
Etodolac khéng ding diéu trj cho chd dau quanh vét mé trong phiu thudt déng
mach vanh.
KHUYEN CAO VA THAN TRONG:
Béc tinh da day rudtnang nhu chdy mdu, loét va thing da day, rudt non hodc cé thé
xdy ra & bt ky thdi di€ém nio ¢6 hojc khdng ¢ cdc triéu chifng bio tnfde § nhitng
bénh nhin dugc diéu tri véi NSAID. Nén thin trong khi ké cdc thufc khing viém
NSAID & nhitng bénh nhéin ¢6 tién sit bénh loét hodic chidy méu da diy ruét. Hiu
hét cdc bdo cdo vé cdc bi€n chiing da diy rudt gy uf vong 12 & nhilng ngudi cao
tudi hodc nhitng bénh nhin suy nhuge, va do viy cin phii chiim s6c dic biét khi
diéu eu tri nhimng bénh nhin nay. BE han ché tdi thiéu nguy cd tiém tang cho cdc phin
{tng bit 1d1 & da ‘diy rudt, nén diing liéu hidu qud thép nhit va trong thdi gian thip
nh&tcé thé.
Etodolac 6 thé din d&n chiing ting huy&t 4p mdi hode 1Am cho ching ting huy&t
ap trd 1én xiu di va c6 khd ning déin d€n lam ting nguy cd cdc bénh tim mach. Cin
sif dung thin trong Etodolac & bénh nhin mic chitng ting huy€t dp. Cén theo di
chat ché huy&t 4p trong qu trinh diéu tri vdi Etodolac.
Suy tim xung huy&t va phi: Trif nude v phii dd guan sdi § mot s bénh nhin ding
NSAID. Vi vy, cdnsit dung thin trong Etodolac & nhitng bénh nhinnay.
Etodolac khéng thé thay thé cho corticosteroid hay bd sung corticosteroid trong
diéu mNgu‘Hg didu tri Bﬁng corticosteroid ddt nglﬁt & [am cho bénh trd 1én trim
trong hon.
Tac dung duge 1y ciia Etodolac 14 gidm sdt vii viém nhiém c6 thé 1am gidm tinh hitu
dung ciia cdc diu hiéu chin dodn trong viéc tim ra cdc bi€n ching cia cdc bénh
khong viém nhiém hay tinh trang dau dén.
Bénh nhin c6 diu hiéu vi triéu chiing rdi loan chic ning gan cin ki€ém tra chife

ning gan trong khi diéu tri vdi Etodolac. Néu cdc ddu hiéu va triéu chitng cho thiy
bénh gan ti€n trién hodc néu ¢6 nhitng biéu hién nhif tAng bach ciu va eosin, mén
ngita...cin ngung diéu trj vdi Etodolac.

SUDUNG CHO PHU NU CO THAI VA CHO CONBU :

Phu nit mang thai: Etodolac viin chua duge nghién citu d2y di trén phu nit mang
thai. Giéng nhit cfic thude khing viém NSATD khéc, khéng dimg thude cho phy ni
mang thai.

Phu nif cho con bi: Do nhitng tde dung cé hai cé thé ¢6 ciia cic thufc khing viém
NSAID d6i vdi tré dang bi me, vi vdy ngudsi me khéng st dung Etodolac khi dang
nubicon bii hoic ngiing cho con bii khi phiidiing thude.

TUGNG TA C THUOC:

Antacid: Khong thiy ¢6 bi€u hién kéo dii hdp thu ciia Etodolac khi udng cling
antacid. Tuy nhién, antacid ¢6 thé lim ting ndng d6 dinh 1én tdi 15— 20%, nhung
khéng dnh huding dén thisi gian 4€ dat dén néng o dinh.

Aspirin: Do géin k&t bj suy gidm khi ufng K& hdp Etodolac vai Aspirin mic dit do
thanh thdi clia Etodolac g do khoéng bi thay d6i. Vin chua thiy xuflt hién diu higu
lim sing clia twong tic, tuy nhién, khéng nén diing k&t hgp niy bdi nguy cd lam
tang tic dyng khéng mong mudn.

Cyclosporin, digoxin, methotrexate: Cling nhu cdc NSAID khiéc, Etodolac c6 thé
lam thay ddi sy dio thii din dén ting nong do huyét niong clia Cyclosporin,
digoxin, methotrexate vi ting d6c tnh. Ting dée haicho thin do cd lién quan dén
cyclosporin. Bénh nhiin, dic biét 1a nhitng ngudi cé chifc ning thin thay ddi, ding
nhifng thudc niy hodc Etodolac hofc NSAID, ¢in phdl dwe theo doi sy ti€n tridn
clia ddctinh dac biétela thude. SR g SR
Thube I¢i tiéu: Khong cb bidu hién twong téc dude 19 kmdungké:hqpﬁmdalac voi
furosemid hofc hydroclorothiazid. Tuy nhién, cdc nghién cffu lim sing cho thiy
Etodolac c6 thé 1am gidm hiéu qud lgi ti€u cla furosemid va thiazid.
Phenylbutazon: Phenylbitazon lim ting sv phén chia tr do clia etodolac 1&én
khodng 80%. Mic di chua ¢6 cdc nghién cifu in-vitro 4€ xem 6 thanh thdi
etodolac ¢6 bi thay d8i bdi su két hgp gilta phenylbutazon vé etodolac. Khéng nén
diing két hgp hai thudc nay.

TACDUNGNGOATY

Puing tiéu hoa: daubung, tio bon, tiéu chiy, kho tiéu, dily hai, chiy miu, ¢ nong,
budnnén, loétda day, non.

Hé thén kinh: suy nhuge / khé chiu, hoa mit, suy sup, lo ling.

Da: ngifa, mdn ngifa.

LIEU LUGNG VA CACHDUNG:

Thudc diing duding ubng. Diing theo sif chi din ciia bic sididu tri.

Ligu thong thréing cho ngudi trwdng thiinh 600 mg/ngay, chia lam 1 = 2 ldn: Liéu
diingnénduge diéu chinh thy theo ddp dngedatitng h&nhnhin.

Tri liéu.man tinh, liéu ddp dng thong thudng duge theo dbi trong vong 2 wén. Sau
khi c6 k€t qud, ciin xem xétlai vii chinhliéu cho bénh nhin.

Tré em v thanhnién: D§ an toanya tinh hi¢u qua & é dudi 18 wéi vin chua duge
danhgid.

QUA LIEU:

Bénh rihiin cfin dige theo dai chiit ché efie triéu chitng va ¢in'hd trg bing edc bign
phép thich hgp néu xdy ra qud liu vi khéing c6 thudc dic tri qué lidu. Gy nén hodic
diing than hoat tinh (60 = 100g & ngudi 1én va 1 - 2g/kg & iré em), vi/hodic rita rudt

~trong vong 4 gid sau khi qud liéu. Khong duge ding thude lgitiéu, ma:l

tich miu doetodolac 6 do-gin két cao vdi protein huyét twong.

TIRU CHUAN CHAT LUGNG: USP

HANDUNG: 24 thing k€ tirngdy sin xuilt,

§6 16 sdn xudt, ngay sdn xudt, han ding: xin xem {rén nhin hop Barch No., Mfd.
date, Exp. date.

BAOQUAN:

Bio qudn noi kho rdo, nhiétdo dudi 30°C.

DPONG GO

Hop 3 vix10vién.

Sdn xuft bdi:
INCEPTA PHARMACEUTICALS LIMITED
Dewan ldris Road, Zirabo, Savar, Bangladesh.




