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VIEN NEN ETORICOXIB 90 mg
—— Etotab-90
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ETORICOXIB TABLETS 90 mg
Etotab-90

Thanh phan:

Mdi vién nén bao phim chira:

Etoricoxib 90 mg Boc ki hudng déin sir dung tnrbe khi ding
Dé xa thm tay tré em

Chi djnh, cach ding, chéng chi djnh, Mha nh§p khdu:

cac thang tin khac: xem trong to

hiwdmg dan sir dyng kém theo

Béo quan: Noi khé mdt, trdnh dnh sang,

nhiét 49 dwei 30C 0'

Etotab-90
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Vién nén Etoricoxib

Etotab

Thanh phan: Mdi vién nén bao phim chira: 60 mg Etoricoxib

Mdi vién nén bao phim chira: 90 mg Etoricoxib

MJi vién nén bao phim chira: 120 mg Etoricoxib
Td dwgc: dicalcium phosphate anhydrous, povidone, cross povidone, M.C.C.P, cross
carmellose sodium, magnesium stearate, H.P.M.C 15 CPS, propylene chloride, propylene
glycol, iron oxide yellow, indigo carmine lake, titanium dioxide, talc.

Phén loai dwoce ly: Thude khang viém khong steroid.

Duwge ly hoe: Etoricoxib la mdt thudc uémg ¢6 hiéu luc va tinh chon loc cao dbi véi su tre ché
COX-2. N6 khong phai la mét sulfonamide.

Co ché tac dung: Nong do cyclooxygenease (COX-2) cao tai nhimg mé bi viém dan toi su
tong_hop prostaglandins Ja_chat trung. gian_cua qué trinh day va ucm&uhﬁ_[as?_dynﬂ cva
etoricoxib duge cho 1a do e ché su tong hop cac prostaglandins chu yeu thong qua uc ché
COX-2. O cac ndng do diéu tri trong huyét twong ngudi, etoricoxib khong tre ché COX-1.

Dwoge dong hoc: Etoricoxib duong udng dat 100% kha dung sinh hoc va thoi gian dat nong do
dinh trong huyet tuong la mét gio. Khoang 90% thude gin protein ma khdéng gay ra nhiing
bién doi dang ké vé murc dg va toc do hép thu khi sir dung cung véi thirc an. Etoricoxib dugc
chuyen hoa chu yéu ¢ gan boi cytochrome P450 (CYP) — 3A4 va duge bai tiét qua nudc tiéu,
chu yéu dudi dang cac chat chuyen hoa trong do khong ¢6 chat chuyén hoa nao cé tac dung irc
ché COX-2 hoic COX-1 dang ké. Thoi gian ban thai cua etoricoxib la 22 gid.

Chi dinh: Etoricoxib dugc chi dinh dé diéu tri viém xwong khép man tinh, viém khép, viém
khop thong phong. & 7
\

Chong chi dinh: Chdng chi dinh Etoricoxib & nhitng bénh nhﬁMviém loét duong tiéu hoa
hodc chay mau dng tiéu hoa cdp tinh, bénh nhan qua min cam vdi etoricoxib, bénh nhan suy
gan ning hodc c6 toc do thanh thai huyét thanh thap hon 30 ml/phut, bénh nhan ¢6 cac bénh
duong rudt va suy tim sung huyét nang, tré em va tré vi thanh nién dudi 16 tuéi.

Tac dung khong mong muén: Nhirng tac dung khong mong mudn phd bién nhét la chong
mat, budn nén, dau diu, viém hong, tirc thuong vi va tang huyét ap.
* Théng béo cho bdc sy nhiing tic dung khéng mong mudén gdp phai khi diing thuoc.

Lwu y/Céanh bao: Giam sat chirc ndng thdn ¢ nhitng bénh nhéan thiéu nang than. Can st dung :
than trong cac thube chéng ting huyét ap khi bénh nhan co6 biéu hién suy tim, suy giam chirc o
nang tam that trai va phu né trude dé. Khi bénh nhan c6 két qua thir nghiém chirc ning gan bat N
thuong kéo dai hoac c6 dau hiéu thiéu niang gan, phai nglirng viéc diéu tri véi thude nay.
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Anh hwéng cha thudc dén kha ning lai xe va van hanh may méc: Vi thudc ¢ thé gay
chong mat, dau dau nén khong lai xe va van hanh may méc sau khi dung thudc.

Twong tac thudc:

Warfarin: O nhimg bénh nhin di diéu tri duy tri 6n dinh bing warfarin, sir dung liéu
etoricoxib 120 mg hang ngay c6 thé dan t4i su tang khoang 13% lugng prothrombin so vdi ty
1é chuan quoc t¢ (International Normalised Ratio-INR). Can kiém soat chit ch& gia tri INR khi
bat dau diéu tri bang Etoricoxib hoac khi chuyen sang diéu tri bang Etoricoxib, dac biét la vao
nhiing ngay dau tién, khi bénh nhan dang sir dung warfarin hodc cac chat twong tir.

Rifampin: St dung dong thoi Etoricoxib vai rifampin, mgt tac nhan c6 kha nang gdy cam ung
men chuyén hoa ¢ gan manh, lam giam 65% dién tich dudi duong cong (AUC) trong huyét
twong cua Etoricoxib. Twong tac nay can duoc tinh dén khi Etoricoxib dugc sir dung ciing véi
rifampin.

Methotrexate: Can giam sat doc tinh cua methotrexate khi s dung dong thoi Etoricoxib véi
licu 16n hon 90 mg hang ngay va methotrexate.

Cac chat irc ché men chuyén dang angiotensin (ACE): Da c6 bao cao thura nhan cac chat trc
ché NSAIDs khong chon loc va e che chon loc COX-2 c6 thé lam giam tac dung chong tang
huyét 4p cua cac chat ¢ ché ACE.

Lithium: D c6 bao cao thira nhan cac chat e ché NSAIDs khong chon loc va re ché chon loc
COX-2 ¢6 thé lam tang nong do lithium huyét tuong.

Aspirin: Str dung dong thoi aspirin lidu ghép v6i Etoricoxib ¢ thé din toi két qua 1a sy tang
toc do loét duong tiéu hoa va cac bién ching khac so vaéi truong hgp chi dung riéng

Etoricoxib

Q
Cic thubc m?;ng trdnh thu thai: Diéu tri bing Etoricoxib lidu 120 mgﬂ?i mét thude uéng
tranh thu thai chira 35 mcg ethinyl estradiol (EE) va 0,5 dén 1 mg norethindrone trong 21
ngay, st dung ddng thoi hay cach nhau 12 gior 1am tang AUC 0-24 gid ¢ trang thai on dinh cua
EE 1én 50 dén 60%.

Cic thuédc khdc: Etoricoxib khong c6 nhitng tac dung lam sang quan trong 1én duge dong hoc
cua prednisone/prednisolone hay digoxin.

Cac thude khang acid trong da day va ketoconazole khong giy ra nhirng tac dung 1am sang
quan trong lén dugce dong hoc cua Etoricoxib.

St ‘dung trong thoi Ky mang thai va cho con bu:

Gibng nhu céc thude co tac dung e ché tong hop prostaglandin khac da biét, can tranh sir
dung cho phu nir ¢6 thai trong 3 thang cudi cua thai ky dé tranh dong éng dong mach sém &
thai nhi. Chua ¢6 nhiing nghién ciu doi ching day du trén phu nir ¢6 thai. Chi nén sir dung

Etoricoxib trong hai quy dau mang thai néu loi ich ma né mang lai 1én hon nguy co dbi véi
thai nhi.
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Etoricoxib duoc bai tiét trong stra chut cbng. Ngudi ta chua biét né co duoc bai tiét trong sita
me hay khong. Boi vi co nhiéu thudc dugce bai tiét trong sita me va boi vi nhitng tac dung ¢6
hai c6 thé ¢6 cua cac thude we ché tong hop prostaglandin trong thoi ky bi me, viéc quyet
dinh ngimg thude hodc ngimg cho con bu tuy thude vao tdm quan trong cua thube déi véi
nguoi me.

Liéu lwong va cach sit dung:

Nguoi lén: Viém xwong khdp man tinh: 60 mg mét 1an mdi ngay.
Viém khép: 90 mg mét 1an mdi ngay
Viém khép thong phong: 120 mg mot lan mdi ngay
Tré em va tré vi thanh nién: khong khuyén nghi néu dudi 16 tuoi.

Qua liéu - Dau hi¢u va giai ddc: Khong co doc tinh dang ké xay ra khi ding Etoricoxib liéu
don dén 500 mg va liéu nhiéu lan dén 150 mg/ngay, trong 21 ngay & cac thir nghiém lam sang.
Diu hiéu qua lidu duoc ghi nhan phil hop véi cac tac dung khong mong mudn phd bién nhit
cua etoricoxib (dd trinh bay & phan tic dung khéng mong mudn).

Trong truong hop qua lidu, nén ap dung cac bién phap hd trg thuong dung, nhu loai bo chat
- chua kip hap thu khoi duong tiéu hoa, theo déi trén lam sang, va tri [iéu ning do néu can.
Khong thé loai bo etoricoxib bang tham phan mau, van chwa biét 15 c6 thé dung tham phéan

phtic mac dé loai bo etoricoxib hay khong.
Bao quan: Bao quan noi khé mat, tranh anh sang. Nhiét d¢ dudi 30°C.

Trinh bay:

Etotab-60:  Hop 3 vix 10 vién nén.
Hop 10 vi x 10 vién nén.

Etotab-90:  Hop 10 vi x 10 vién nén.
Etotab-120: Hop 10 vi x 10 vién nén.

Tuoi tho: 24 thang ké tir ngay san xuat.

* Khéng dwoc ding thude quad han sir dung

* Doc ky huong dan sir dung trude khi ding. Néu can thong tin xin hoi y kién bdc sy.

* Thuoc nay chi duwoc ban theo don ciia thay thudc ¢

San xuét béi:
Micro Labs Limited, Unit ITI
Dia chi: R.S.No0.63/3 & 4, Thiruvandar Koil, Puducherry-605 102, India.
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