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MAGRAX

(Vién nén bao phim Etoricoxib 90 mg)

THANH PHAN:

MB&i vién nén bao phim chira:

Etoricoxib .......ccccceeviiiiiiiniiiiieinns 90 mg

Ta dugc: Cellulose vi tinh thé, lactose monohydrat, povidon, natri starch glycolat, natri lauryl
sulfat, magnesi stearat, hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylen glycol 6000,
mau green mint, mau sunset yellow, mau brilliant blue.

Dac tinh dwgc luc hoc:

Etoricoxib la thudc trc ché cyclooxygenase (COX-2) c6 chon lgc & néng do6 tri liéu.

Nong d6 COX-2 cao tai nhitng mo bi viém dan t6i su tong hop prostaglandin 1a chit trung gian
cua qué trinh dau va viém.

Trong nghién ctru duge 1am sang, etoricoxib e ché COX-2 tiy thude vao lidu dung ma khong
trc ché COX-1 & liéu 1én dén 150 mg/ ngay.

Pac tinh dwgc dong hoc:

Hap thu: Etoricoxib dugc hp thu tét qua dudng udng. Sinh kha dung tuyét dbi xdp xi 100%.
Sau khi udng 120 mg mét 1an/ ngay dén trang thai hang dinh, ndng do dinh trong huyét twong
(Cmax = 3,6 ng/ mL) dat dugc sau 1 gio. Dién tich dudi duong cong 1a 37,8 pg. gio/ mL. Duogc
ddng hoc ctia etoricoxib tuyén tinh trong khoang liéu diéu tri.

Thirc dn khong anh hudng dén hép thu etoricoxib, nhung dnh hudng dén tdc d6 hap thu.

Phan b6: Khoang 92% etoricoxib gin protein huyét twong trong khoang nong do 0,05 - 5 ug/
mL. Thé tich phan b & trang thai hang dinh khoang 120 L.

Chuyén héa: Thudc duoc chuyén hoa 16n véi < 1% liéu dung phat hién trong nudc tiéu dudi
dang thudc nguyén ven. Con dudng chuyén hoa chinh thanh din chét 6'-hydroxymethyl dugc
xuc tac boi enzym CYP. Dudng nhu CYP3A4 dong gdp vao qua trinh chuyén hoa thude in vivo.
Céc nghién ctru in vitro cho thady CYP2D6, CYP2C9, CYP1A2 va CYP2CI ciing xtc tac cho
qua trinh chuyén héa chinh, nhung vai tro ctia ching chua dugc nghién ctru in vivo.

Pi xac dinh dugc 5 chat chuyén hoa ¢ nguoi. Chat chuyén hoa chinh 1a dan chat 6' acid
carboxylic ciia etoricoxib dugc hinh thanh cha yéu boi oxy hoa thém dan chét 6'-hydroxymethyl.
Nhitng chat chuyén hoa chu yéu khong c6 hoat tinh hodc ¢o hoat tinh trc ché COX-2 yéu. Khong
c¢6 chat chuyén hoa nao trc ché COX-1.

Thai trir: Sau khi tiém tinh mach liéu don 25 mg etoricoxib ddnh diu phong xa & ngudi khoe
manh, 70% hoat tinh phong xa dugc tim thay trong nudc tiéu va 20% trong phan, chu yéu ¢ dang
cac chat chuyén hoa. Dudi 2% dugce tim thdy dang khong doi.

Su thai trir etoricoxib chu yéu ¢ dang cac chéat chuyén héa boi sy bai tiét cua than. Nong d6 hang
dinh cua etoricoxib dat dugc trong vong dat dugc trong vong 7 ngay sau khi udng 120 mg mot
1an/ ngay, nira doi 1a khoang 22 gid. Do thanh thai huyét twong sau 1 liéu 25 mg tiém tinh mach
udce tinh khoang 50 mL/ phut.

CHI PINH:

Viém xuong khép.

Con gout cép.

Viém khop dang thap.

Pau cdp do phau thuat ring.
Théng kinh nguyén phat.
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Dau co xuwong man tinh.

CHONG CHI PINH:

Bénh nhan min cam véi bat ky thanh phan nao cia thude.
Loét da day hodc xuét huyét tiéu hoa.

Suy gan nang.

Suy thén néng (Cler < 30 mL/ phit).

Tién st hen, viém mili cp, polyp miii, phit mach than kinh, may day khi dung aspirin hoic
NSAID.

Phu nir ¢6 thai hoac cho con bu.

Tré em dudi 16 tudi.

Viém bang quang.

Suy tim @ huyét ning.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

Gidng nhu cac thude c6 tac dung e ché tong hop prostaglandin khac da biét, can tranh sir dung
etoricoxib ¢ nhitng phy nir mang thai mudn vi co thé gy ra dong 6ng dong mach sém. Chua co
nhimg nghién ctru d6i chimg day du trén phu nit ¢6 thai. Chi nén sir dung etoricoxib trong 2 quy
dau mang thai néu lgi ich ma n6 mang lai 16n hon nguy co d6i v6i thai nhi.

Etoricoxib dugc bai tiét trong sira chugt cong. Nguoi ta chua biét n6 c6 duoc bai tiét trong sita
me hay khong. Boi vi co nhiéu thuoc duoc bai tiét trong sita me va béi vi nhiing tac dung co6 hai
c¢6 thé ¢ cua cac thude trc ché tong hop prostaglandin trong thoi ky bu me, viée quyét dinh
ngimg thube hodc ngimg cho con b tiry thudc vao tim quan trong cta thude ddi voi nguoi me.

TAC DUNG KHONG MONG MUON:

Chéng mat, dau déu, rdi loan tiéu hoa, tiéu chay, kho tiéu, dau thugng vi, suy nhuogc, giéng bénh
cim, tdng men gan.

Khong thuong gip: Phu, ting trong, lo ling, trAm cam, mat ngil, di cam, ngii g, nhin mo, U tai,
suy tim, tang huyét ap.

Nguy co huyét khéi tim mach (xem thém phan Canh gidc va than trong).

Théng bdo cho thdy thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thudc.

LIEU DUNG - CACH DUNG:

Viém xuong khop, théng kinh nguyén phat, dau co xuong man tinh: 60 mg/ ngay.
Viém khop dang thap 90 mg/ ngay.

Con gout cap, dau cap do phau thuat rang: 120 mg/ ngay.

Liéu 120 mg chi dung trong giai doan cap.

CANH GIAC VA THAN TRONG:

Than trong & bénh nhan c6 bénh tim thiéu mau, suy thén, xo gan, suy tim, rdi loan chirc ning
that trai, ting huyet ap, o nguy co phu, nguoi 1on tudi, bénh nhan mat nudc.

Nguy co huyét khéi tim mach: Cac thudc chdng viém khong steroid (NSAIDs), khong phai
aspirin, dung duong toan than, co thé lam tang nguy co xuat hién bién c¢b huyét khéi tim ‘mach,
bao gom ca nh01 mau co tim va dot quy, c6 thé dan dén tir vong. Nguy co nay co thé xut hién
som trong vai tudn dau dung thudc va co thé ting 1én theo thoi gian dung thude. Nguy co huyét
khdi tim mach duoc ghi nhan chu yéu & liu cao.

Bac sy can danh gia dinh ky su xuét hién cua cac bién c¢6 tim mach, ngay ca khi bénh nhan
khong co6 céc triéu chiing tim mach trudc d6. Bénh nhan can dugc canh bao vé cac triéu ching
ctia bién cb tim mach nghiém trong va can thim kham béac sy ngay khi xuét hién cac triéu chimg
nay.

Dé giam thiéu nguy co xuat hién bién cb bt loi, cAn sir dung etoricoxib & liéu hang ngay thap
nhat c6 hiéu qua trong thoi gian ngin nhit c6 thé.
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Dé xa tam tay tré em.

TUONG TAC THUOC:

Warfarin: O nhitng bénh nhan da diéu tri duy tri 6n dinh bé“mg warfarin, st dung lidu etoricoxib
120 mg hang ngay c6 thé dan téi sy ting khoang 13% lugng prothrombin so véi ti 18 chuan qudc
té (International Normalised Ratio - INR). Can kiém soat chat ché gia tri INR khi béat dau diéu tri
bang etoricoxib hodc khi chuyén sang diéu tri bang etoricoxib, ddc biét 1a vao nhiing ngay dau
tién, khi bénh nhan dang sir dung warfarin hoac chit tuong tuyr.

Rifampin: St dung dong thoi etoricoxib véi rifampin, mot tac nhan c6 kha ning giy cam ing
men chuyén hoéa & gan manh, lam giam 65% dién tich dudi duong cong (AUC) trong huyét
tuong cla etoricoxib. Tuong tac nay can dwgc tinh dén khi etoricoxib dugc sir dung cung voi
rifampin.

Methotrexat: Can giam sat doc tinh ciia methotrexat khi sir dung dong thoi etoricoxib véi lidu
l6n hon 90 mg hang ngay va methotrexat.

Cdc chdt ikc ché men chuyén dang angiotensin (ACE): Di c6 bao cao thtra nhén cac chat trc ché
NSAIDs khéng chon loc va trc ché chon loc COX-2 ¢é thé lam giam tac dung chéng ting huyét
ap clia cac chit trc ché ACE.

Lithi: Pa c6 bao cao thu’a nhan cac chét tc ché NSAIDs khong chon loc va uc ché chon loc
COX-2 c6 thé lam tang nong do lithi huyet ‘tuong.

Aspirin: St dung ddng thoi aspirin lidu thap vdi etoricoxib c6 thé dan toi két qua 1a sy ting toc
d6 loét dudng tidu hoa va cac bién chig khéc so vai truong hop chi dung riéng etoricoxib.

Cdc thudc uong tranh thu thai: Diéu tri bang etoricoxib liéu 120 mg v6i mot thude tranh thy thai
chira 35 mcg ethinyl estradiol (EE) va 0,5 dén 1 mg norethindron trong 21 ngay, st dung dong
thoi hay cach nhau 12 gid lam ting AUC & trang thai 6n dinh cua EE 1én 50 - 60%.

QUA LIEU VA XU TRi:

Chua c6 bao cao qua liéu etoricoxib.

Trong cac nghién ctru 1dm sang, dung liéu duy nhat 500 mg va liéu lap lai 150 mg/ ngay trong 21
ngay khong c6 du hiéu doc tinh.

Truong hop qua liéu, nén tién hanh cac bién phap diéu tri thong thudng nhu loai bé thude chua
hép thu tir duong tiéu hoa, theo ddi 1am sang va diéu tri hd trg néu can thiét.

Tham phan mau khong loai bé dugc etoricoxib. Chua rd tinh hiru hiéu cua viéc loai bo thube ra
khoi co thé bang tham phan phtc mac.

PONG GOI : Hop 4 vi x 7 vién.
: Hop 10 vi x 10 vién.
BAO QUAN Noi kho rao, tranh anh sang, nhiét do khong qua 30°C.
HAN DUNG: 36 thang ké tir ngdy san xuét.
TIEU CHUAN CHAT LUQNG: Theo tiéu chuan nha san xuét.

San xuét tai:

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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