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Arixib-60

Thanh Phén:

Arixib-60: Mdi vién nén bao phim chita 60mg Etoricoxib
Chidinh:

Thudc dugc chi dinh d€ gidm cic triéu ching ciia viém
xuong khdp, viém kh6p dang thap, gidm dau va céc triéu
chitng viém lién quan d&€n viém khp do bénh giit cap tinh
Liéuding va cdch dung:

Etoricoxib chi dugc sit dung theo sy ké don clia thiy thudc.
Liéu dung dugc khuyé&n cdo nhu'sau:

Viém xudng khép:

Liéu dé nghi 12 60 mg mdt1an mdingay.

Viém khép dang thap:

Liéu dé nghi 12 90 mg mot14n mdingay.

Viém citng khép dot song:

Liéu dé nghi 12 90 mg mot1dn mdingay.

Viém khdp do bénh giit cip tinh:

Liéu dé nghi 12 120 mg mot 14n mdi ngay, chi st dung
trong giai doan cAp tinh, thudng diing trong 8 ngay.

D& gidm dau do viém xudng kh6p man tinh:

Liéu dé nghi 12 60 mg mot1dn mbi ngay.

Céc liéu ding 16n hon céc liéu khuyén cdo trén chua xdc
dinh dugc hiéu qué ting thém hoic chua dudc nghién cifu,
do vay khéng nén st dung li€u ding vugt quéi cdc liéu
diing dé nghi § trén.

Bénh nhdn ngudi gia:

Khong cin diéu chinh liéu diing cho bénh nhan ngudi gia.
Tuy nhién ciing nhu véi cdc thudckhdc, nén than trong khi
sit dung thudc cho bénh nhan ngudi gia.

Bénhnhén suy gan:

Bénh nhan suy gan mifc d6 nhe (phin loai Chid-Pugh s&
diém i 5-6) khéng nén s dung liéu diing vugt qui 60
mg/ngay. VGi bénh nhan suy gan mirc do trung binh (phin
loai Chid-Pugh tit 7-9) li€u diing dé nghi khong nén vugt
qué 60 mg, st dung cdch ngay. Do gi6i han cdc thong tin vé
lam sang, dic biét véi bénh nhdn suy gan ndng (phan loai
Chid-Pugh s6 di€ém > 10 ), bdi vay chdng chi dinh s dung
chocdcbénhnhdnnay.

Bénhnhin suy than:

Khong cindiéu chinh liéu ding cho bénh nhin suy thin cé
do thanh thdi creatinin >30 ml/phit. Viéc st dung
Etoricoxib cho bénh nhdn suy thin c6 d§ thanh thai
creatinin <30 ml/phtit bi chéng chi dinh.

Bénhnhin tré em:

Etoricoxib chong chi dinh cho tré em va thanh thi€u nién
dusi 16 wéi.

Cha y khi sit dung:

Udng thudc véi mdt cdc nudc diy, khong nén bé doi vién
thudc

Nén u6ng thudc vao cing mot thdi diém mbi ngay d€ dat
hiéu qué t5t nhat. Viéc nay ciing gitip ban d& nhé hon dé
udng thudc déu din.

C6 thé udng thudc trudc hodc sau bita dn.

Chéng chidinh

Bénhnhan suy gan niing (s& diém Child-Pugh > 10)

Bénh nhin suy than (d9 thanh thai creatinin <30 ml/phiit)
Tré em va thanh thi€u nién dudi 16 tudi.

Bénhnhén dtquy hodic bénh tim tic nghén.

Phu nit ¢6 thai

Ngudinubi con bi

Thén trong va canh bdo:

Céc 4nh hudng dé€n da day rudt: Cic bi€n ching trén
dudng tiéu héa trén (thing, loét hodc chdy mdu) da dugc
b4 o cdo véibénh nhidn st dung Etoricoxib.

Cin thin trong khi st dung thudc cho bénh nhan cé nguy
cdriti ro bi cdc bi€n chitng vdi cdc NSAID, ngudi gia, bénh
nhin dang st dung bt ct NSAID nao khéc hoic acid
acetylsalicylic, hodc bénh nhén cé tién sit bénh da day
rudt, nhuloéthodc chdy méuda day.

Anh huéng dén tim mach: Céc thi nghiém lim sang cho
thdy nhém thudc ttc ché chon loc COX-2 ¢6 thé lién quan
dé&n nguy cd huyé&t khdi (dic biét nhéi mau cd tim va dot
quy) so sénh véi gid dugc va mot s6 NSAID. Nguy cd dnh
hudng clia Etoricoxib ting cling véi liéu ding va thdi gian
diing thudc, do vay nén sit dung li€u ding thap nhét c6
hiéu qua va thoi gian didu tri ti wu nhit. Cin dénh gid
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dinh ky dép itng diéu tri cia bénh nhan, dic biét véi bénh
nhadn viém xudng khép.

Bénh nhén c6 cdc nguy cd rii ro bénh tim mach (nhv cao
huyé&t 4p, ddi thio dudng, ting lipid méu, hit thudc 14) chi
nén st dung Etoricoxib sau khi cAn nh#c cAn thin.

Cic thudc tc ché chon loc COX-2 khong thay thé cho acid
acetylsalicylic trong diéu tri du phong huy&t khdi do chiing
khong c6 tic dung tc ché tap két tiéu cdu. Do viy liéu
phép it ché tap k&t ti€u cAu khong nén dirng lai khi diéu
tri v&i Etoricoxib.

Anh hudng dén chifc ning than: Céc prostaglandin thin
déng vai trd duy tri lvu lugng mau nudi than. Do vdy trong
diéu kién t6n thuong chic ning thin, viéc st dung
Etoricoxib c6 thé 1am gidm tdng hgp prostaglandin va do
viy din d&€n gidm Iuu lugng mau d&n than va gy suy thin
thit phat. Bénh nhén c6 nguy cd cao bao gdm bénh nhin
suy thin ning, suy tim mét b hoic bénh nhin xd gan. Cin
theo doi chifc ndng than cho nhitng bénhnhannay.

Giit nuc. phit va ting huyét 4p: Ciing nhu véi cdc thude
dugc biét c6 tic dung tic ché tdng hgp prostaglandin, hién
tugng gilt nue, phit va ting huyét 4p d dugc bdo cdo v6i
bénh nhin st dung Etoricoxib. Nén thdn trong v4i bénh
nhén c6 tién sit bénh tim mach, r&i loan chifc ning tim that
trdi, hoic ting huy€&t 4p va bénh nhan bi phit vi batcit 1i do
nao. N&u cé cic triéu ching nay trén 1dm sang, cin ngitng
stt dung Etoricoxib.

Etoricoxib c¢6 thé lién quan dén ting huyét 4p thudng
xuyén va ting nhi€u hon so vdi mdt s6 cdc NSAID va cic
thudcitc ch€ COX-2 khic, dic biétkhi sit dungliéu cao. Do
viy ciing cin chii ¥ theo doi huyé&t 4p ciia bénh nhan trong
qué trinh st dung Etoricoxib. N&u thd'y huyét 4p ting ddng
ké cAncannhicthay liéu phdpdiéu trikhéc.

Anh hudng dé€n chdc ning gan: Ting alanine
aminotransferase (ALT) va/hodc aspartate
aminotransferase (AST) (x&p xi 3 lan hoic hon gidi han
trén binh thudng) da dugc bdo cdo v6i xdp xi 1% bénh nhian
trong cdc thif nghiém lam sang sit dung kéo dai Etoricoxib
d&n mdtnim vdilidu 30, 60 va 90 mg mbingay.

Bit cit bénh nhin nao c6 cic triéu chitng va/hoic cic ddu
hiéu nghi ngd r&i loan chitc ning gan, hoic xy ra test bat
thudng chitc ning gan, nén dugc theo doi chit ché. N&u
x4y ra ddu hiéu suy gan, hoic ting kéo dai cdc xét nghiém
chitc ning gan (cao gip 3 14an gidi han trén binh thudng),
nén ngirng st dung Etoricoxib.

Phu nif c6'thai va nudi con bi:

Phu nit ¢c6 thai: Viéc st dung Etoricoxib, ciing nhu cdc
thudc tc ch€ COX-2, chéng chi dinh cho phu nit c6 thai
ho#c chuin bi mang thai.

Khdng c6 céc dit liéu vé viéc sit dung Etoricoxib cho phu
nit c6 thai. Cdc nghién cifu trén dong vit cho thiy
Etoricoxib gdy doc tinh trén sy sinh sin. Nguy cd giy hai
cho ngudi mang thai chua dugc bi€t rd. Etoricoxib, ciing
nhu cdc thudc e ché sinh tdng hdp prostaglandin, c6 thé
gdy d t cung va lam déng s6m 6ng dong mach trong 3
thang ky cudi clia thai ky.

Ngudi nubi con bii: Khong biét Etoricoxib cé dugc bai tiét
qua sita me hay khong. Cic nghién citu cho thdy
Etoricoxib dudc bai ti€t qua sita chudt, do vy khong nén
cho con bii khi stt dung Etoricoxib.

Tuong tic thudc:

Céc thudc chdng dong miu dudng udng: V6i cdc bénh
nhén dang sit dung li€u phép duy tri warfarin, liéu phip
Etoricoxib liéu 120 mg m&i ngay c6 thé lién quan dén ting
thdi gian prothrombin xap xi 13%. Do vy bénh nhan dang
diing liéu phdp thudc chdng dong miu dudng udng nén
dugc theo doi chit ché thdi gian prothrombin, dic biét
trong nhitng ngay ddu st dung Etoricoxib hoic thay déi
lidu ding Etoricoxib.

Thudc 16i ti€u, thudc e ché men chuyén. va thudc dsi
khéng Angiotensin Il: Cac NSAID c6 thé lam gidm tdc
dung ciia cdc thudc 1¢i tiéu va cdc thudc chdng ting huyét
dp khdc. VGi mot s6 bénh nhan tdn thuong chifc ning thin
(nhu bénh nhin mit nudc hoic bénh nhin ngudi gia suy
than), viéc sit dung ddng thdi cdc thudc dc ché men
chuyén, hoic thudc déi khang Angiotensin II va cdc thudc
ifc ché cyclo-oxygenase c6 thé giy ning thém tén thuong
chic ning thin, bao gdm suy thin cip, nhung thudng c6
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Acid acetylsalicylic: Trong mot nghién cifu trén ngudi
finh nguyén khde manh, & cin bing finh,liéu ding
Etoricoxib 120 mg mot 1dn mdi ngay khong gay 4nh hudng
dén tic dung chéng tip két tiu ciu cla Acid
acetylsalicylic liéu 81 mg mot 1an mdi ngay. Etoricoxib c6
thé sir dung k&t hgp vdi Acid acetylsalicylic & liéu du
phong tim mach (Acid acetylsalicylic liéu thip). Tuy
nhién viéc st dung dong thdi Acid acetylsalicylic liéu thip
va Etoricoxib c6 thé 1am ting tic dung loét dudng ti€u héa
hoic c4c bién chitng khic so v6i sit dung Etoricoxib don
ddc. Do vay khuy€&n c4do khdng nén phdi hgp Etoricoxib va
Acid acetylsalicylic hodc vdicdc NSAID khdc.
Ciclosporin va tacrolimus: Mic di tuong tdc thudc nay
khong dugc nghién citu vdi Etoricoxib, sit dung ddng thdi
ciclosporin hoic tacrolimus vdi bit ctt NSAID nao c6 thé
ting doc tinh thdn ciia ciclosporin hodc tacrolimus. Chitc
ning thin nén dugc theo doi khi s dung k&t hgp
ciclosporin hoic tacrolimus vdi Etoricoxib hodc bit ctt
thudcnaokhdc.

Téc dung phu:

Cic tdc dung phu dugc bdo cdo bao gom:

Ty 1& rat thudng xuyén (>1/10), thudng xuyén (21/100,
<1/10), khong thudng xuyén (=1/1000, <1/100), hi€m khi
xdy ra (21/10.000, <1/1.000), rat hi€m khi xdy ra
(<1/10.000) va khong bi€t (khéng ddnh gid dugc tir cdc dit
liéu da c6) ’
Nhi€m triing:

Ty 1€ khong thudng xuyén: Viém da day rudt, nhiém triing
dudng hd hap trén, nhiém tring dudng niéu.

R&iloan hé mién dich:

Ty 1& rdt hi€m: Cic phdn ¢ng qud min, bao gdm phi
mach, phdn ing qui man bao gdm sc phan vé.

R@&iloan chuyénhéa va dinh dudng:

Ty 1& thudng xuyén: Gilt nudc, phi.

Ty 1& khong thudng xuyén: Ting hoic gidm cam gidc theém
an, ting can.

R&iloan tim thin:

Ty 1€ khong thudng xuyén: Lo du, suy nhugc, gidm tri nhd.
Ty 1& rat hi€m: Nhidm I4n, 40 gidc.

Qui liéu va xif tri:

Trong c4c nghién cifu 1dm sang si dung liéu don Etoricoxib
1én d&n 500 mg va da liéu 1én dén 150 mg/ngay trong 21
ngay khong gy ra dc tinh ddng ké. Pa c6 nhitng bio cdo
vé qué liéu cap Etoricoxib, mic di céc tdc dung c6 hai
khong dugc bdo cdo trong phin 16n cdc trudng hgp. Phin
16n céc tic dung c6 hai ghi nhin dugc niim trong céc thong
tin d bi€t v& Etoricoxib (cdc Anh hudng tiéu hda, tim- thin)
Trong trudng hdp qué liéu, c6 thé 4p dung c4c bién phdp
hd trg nhu loai bé phan thudc con lai ra khéi dudng tiéu
héa, theo ddi chit ché tren lam sang va dp dung cdc bién
phép hd trg khic néu cin. Etoricoxib khong bi loai bdi
thAm tach m4u, khong bi€t liéu Etoricoxib c6 bi loai bdi
thAm phan phiic mac hay khong.

Tinh tuong ky:

Khongcé bdocdo.

Han diing: 24 thang k€& tif ngay sdn xuat.

Bio quin: Bio quin ndi khd, mt, trdnh dnh séng.

Poéng goi: Hop 10 vix 10 vién.

Sén xuit bai:

PULSE PHARMACEUTICALS PVT.LTD

Kh. No. 400, 407, 409, Karondi, Roogkee‘Uuarakhand,
India
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