‘R THUOC BAN THEO DON
X

TO HUONG DAN SU DUNG THUOC
MAGRAX-F

(Vién nén dai bao phim Etoricoxib 120 mg)

Poc ky hudng din sir dung trudc khi dung
Néu can thém thong tin xin héi y kién thay thuoc
Chi dung thuoc nay theo sy ké don ciia thay thuoc

THANH PHAN:

MBoi vién nén dai bao phim chira:

Etoricoxib ...........ooeiiiiiia. 120 mg

Ta duoc: 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... vira du 1 vién.

PAC TINH DUQC LUC HQC: ‘
Etori’coxib la thudc }'rc ché cyclo-oxygenase (COX-2) cé chon loc & nong do tri li¢u. ,
Thuoc dugc dung dé giam tri¢u chung viém khép dang thap, viém xuong khép va con gout cap.

PAC TINH DUQC PONG HOQC:

Hip thu: Etoricoxib duoc hip thu tét qua dudng ubng. Sinh kha dung tuyét dbi xap xi 100%.
Sau khi udng 120 mg mét lan/ ngay dén trang thai hang dinh, ndng do dinh trong huyét twong
(Cmax = 3,6 g/ mL) dat duoc sau 1 gio. Dién tich dudi duong cong la 37,8 pug. hr/ mL. Dugc
dong hoc cua etoricoxib tuyén tinh trong khoang liéu diéu tri.

Thitc dn khong anh huéng dén héap thu etoricoxib, nhung dnh hudng dén toc do hap thu.

Phan bd: Khoang 92% etoricoxib gin protein huyét twong trong khoang nong do 0,05 - 5 pg/
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 dan chét 6'-hydroxymethyl duoc
xuc tac boi enzym CYP. Dudng nhu CYP3A4 dong gép vao qua trinh chuyén hoéa thudc in vivo.
Céc nghién ctu in vitro cho thdy CYP2D6, CYP2C9, CYP1A2 va CYP2CI ciing xtic tac cho
qua trinh chuyén héa chinh, nhung vai trd ctia chiing chua dugc nghién ctru in vivo.

Pi xac dinh dugc 5 chat chuyén hoéa ¢ ngudi. Chat chuyén hoa chinh 1a dan chit 6' acid
carboxylic clia etoricoxib dugc hinh thanh chu yéu boi oxy héa thém dan chit 6' hydroxymethyl.
Nhitng chit chuyén hoa chu yéu khong c6 hoat tinh hodc co hoat tinh trc ché COX-2 yéu. Khong
c6 chat chuyén hoa nao trc ché COX-1.

Thai trir: Sau khi tiém tinh mach liéu don 25 mg etoricoxib danh dau phong xa ¢ nguoi khoe
manh, 70% hoat tinh phong xa duogc tim thay trong nudc tiéu va 20% trong phan, chu yéu ¢ dang
cac chat chuyén hoa. Dudi 2% dugc tim thiy dang khong doi.

Su thai trir etoricoxib chil yéu & dang cac chat chuyén hoa boi su 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. D6 thanh thai huyét twong sau 1 lidu 25 mg tiém tinh mach
udce tinh khoang 50 mL/ phuit.

CHI PINH PIEU TRI:
Con gout cap.

LIEU DUNG - CACH DUNG: ,
Con gout cap: 120 mg/ ngay. Li€éu 120 mg chi dung trong giai doan cap va khong dugc dung qua
8 ngay.
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Bénh nhan suy gan: Liéu udng t6i da & bénh nhan suy gan nhe (Child-Pugh: 5 - 6 d~iém) la 60 mg
moét lan/ ngay. Bénh nhén suy gan trung binh (Child-Pugh: 7 - 9 diém) 12 60 mg moi 2 ngay hodc
30 mg/ ngay. Khong nén sir dung etoricoxib & bénh nhéan suy gan nang (Child-Pugh: > 10 diém).

CHONG CHI PINH:

Qué man véi bat ky thanh phan nao cia thudc.
Loét da day hodc xuét huyét tiéu héa.

Suy than nang (Clcr < 30 mL/ phut).

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

Phu nir ¢6 thai hoac cho con bu.

Tré em dudi 16 tudi.

Viém bang quang.

Suy gan tir nhe dén ning.

Suy tim.

Viém rudt.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Thén trong & bénh nhan c6 bénh tim thiéu mau, suy than, xo gan, rdi loan chirc ning that trai,
tang huyét 4p, c6 nguy co phi, nguoi 16n tudi, bénh nhin mat nudc, ting lipid mau, dai thao
duong.

Khi dung liéu cao 120 mg/ ngay, khong duoc ding qué 8 ngay.

Nguy co huyét khéi tim mach

Cac NSAIDs, khong phai aspirin, dung duong toan than c6 thé lam tang nguy co xuat hién bién
¢ huyét khoi tim mach, bao gém ca nh01 mau co tim va dot quy, c6 thé dan dén tir vong. Nguy
co ndy c6 thé xuét hién sém trong vai tudn dau dung thudc va co thé ting 1én theo thoi gian dung
thudc. Nguy co huyét khdi tim mach chi yéu & lidu cao.

Bac sy can danh gia dinh ky su xuat hién cta cac bién c¢d tim mach, ngay ca khi bénh nhan
khong c6 cac triéu chiing tim mach truéc d6. Bénh nhan can dugc canh bao vé céc triéu ching
ctia bién ¢ tim mach nghiém trong va can tham kham bac sy ngay khi xuét hién cac triéu chimg
nay.

Pé giam thiéu nguy co xuat hién bién cb bat loi, can sir dung etoricoxib & liéu hang ngay thap
nhat c6 hiéu qua trong thoi gian ngan nhat cé the.

Pé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Warfarin: O nhirg bénh nhan d3 diéu trji duy tri 6n dinh bang warfarin, str dung liéu etoricoxib
120 mg hang ngay c6 thé din toi sy ting khoang 13% luong prothrombin so vdi ti 1é chuan qudc
té (International Normalised Ratio - INR). Can kiém soat chat ch& gia tri INR khi bat dau diéu tri
bang etoricoxib hodc khi chuyén sang diéu tri bang etoricoxib, dic biét 1a vao nhitng ngay dau
tién, khi bénh nhan dang str dung warfarin hoac chat tuong tu.

Rifampin: St dung ddng thoi etoricoxib véi rifampin, mot tac nhin c6 kha ning gy cam ing
men chuyén héa & gan manh, lam giam 65% dién tich dudi duong cong (AUC) trong huyét
tuong cua etoricoxib. Tuong tac ndy can duoc tinh dén khi etoricoxib dugc st dung cing véi
rifampin.

Methotrexat: Can giam sat doc tinh ctua methotrexat khi str dung dong thoi etoricoxib véi lidu
lon hon 90 mg hang ngay va methotrexat.

Cdc chdt ke ché men chuyén dang angiotensin (ACE): Da c6 bao cdo thira nhan cac chat &rc ché
NSAIDs khong chon loc va tic ché chon loc COX-2 ¢6 thé 1am giam tic dung chéng ting huyét
ap cua cac chét trc ché ACE.

Lithi: DA ¢6 bao cdo thira nhan cac chit (e ché NSAIDs khong chon loc va tic ché chon loc
COX-2 c6 thé 1am ting ndng d6 lithi huyét twong.
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Aspirin: Str dung dong thoi aspirin liéu thap véi etoricoxib c6 thé dan téi két qua 1a su ting toc
d6 loét duong tidu hoa va cac bién chimg khac so voi truong hop chi dung riéng etoricoxib.

Cdc thudc uéng tranh thu thai: Piéu tri béng etoricoxib lidu 120 mg vo1 mot thudc tranh thu thai
chtra 35 mcg ethinyl estradiol (EE) va 0,5 dén 1 mg norethindron trong 21 ngay, sir dung dong
thoi hay cach nhau 12 gio 1am taing AUC ¢ trang thai 6n dinh ctia EE 1én 50 - 60%.

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

Gidng nhu cac thude c6 tac dung tre ché tong hop prostaglandin khac da biét, can tranh sir dung
etoricoxib ¢ nhirng phy nit mang thai mudn vi c6 thé gy ra dong dng dong mach sém. Chua co
nhirng nghién ctru d6i chimg day dii trén phu nit ¢6 thai. Chi nén sir dung etoricoxib trong 2 quy
dau mang thai néu lgi ich ma né mang lai l16n hon nguy co d6i véi thai nhi.

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

TAC DUNG KHONG MONG MUON:

Nguy co huyét khéi tim mach (xem thém phin LUU Y PAC BIET VA THAN TRONG KHI
SU DUNG)

Nhiém khudn

Khong thuong gip: Viém da day - rudt, nhiém khuan ho hap trén, nhiém khuan duong tiét niéu.
H¢é mién dich

R4t hiém gip: Phan (mg qua man, bao gdm phu mach, phan tmg phan vé.

Chuyén héa va dinh dudng

Thuong gap: Phu/ @ dich.

Khoéng thuong gap: Tang hodc gidam ngon miéng, tang can.

Tém than kinh

Khong thuong gip: Lo lang, tram cam.

Rat hiém gap: Lan 16n, 4o giac.

H¢ than kinh

Thuodng gip: Chong mit, nhirc dau.

Khéng thuong gip: Loan vi gidc, mat ngd, di cam, ngu ga.

Mat

Khong thuong gap: Nhin mo.

Tai va mé dao

Khéng thuong gip: U tai.

Tim mach

Khong thudng gip: Suy tim sung huyét, thay doi ECG khong dic hiéu, nhdi mau co tim.

Mach

Thudng gap: Tang huyét ap.

Khong thuong gap: Do bung, tai bién mach nio.

Rét hiém: Con tang huyét ap.

Hé hap

Khong thuong gap: Ho, kho tho, chdy mau cam.

Rét hiém gip: Co that phé quan.

Hé tiéu hoa

Thudng gip: Rbi loan hé tiéu hoa (dau bung, ddy hoi, ¢ néng), tiéu chay, kho tiéu, dau thuong vi,
budn nén.

Khéng thuong gip: Trao nguoc acid, thay doi nhu dong rudt, tao bon, kho miéng, loét da day - ta
trang, hoi chimg rudt kich thich, viém thyc quan, loét miéng, nén mura.

Rét hiém: Loét tiéu hoa bao gdm thing va chay mau da day - rudt (chi yéu gip & nguoi gid).
Gan mat
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Rat hiém gip: Viém gan.

Da va mé duoi da

Khong thudng gip: BAm méu, phi mat, ngira, ndi ban.

Rt hiém gdp: May day, hoi chung Stevens-Johnson, hoai tur thuong bi nhiém doc.

Co xwong, mé lién két va xwong

Khong thuong gap: Chuét rit, dau co/ cling co.

Heé tiet niéu

Khong thuong gap: Protein niéu.

Rét hiém gap: Suy than, thuong phuc hoi sau khi ngung thude.

Tong qudat

Thuong gip: Suy nhugc, giéng bénh cum.

Khong thuong gap: Pau nguc.

Xét nghiém

Thuong gap: Tang ALT, AST.

Khong thuong gép: Tang uré huyet tang creatin phosphokinase, giam haematocrit, giam
haemoglobin, tang kali huyet giam tiéu cau, ting creatinin huyét thanh, tang acid uric.
Théng bdo cho thdy thuéc cdc tac dung khdng mong muon gap phdi khi sit dung thudc.

QUA LIEU VA XU TRI:

Chua c6 bao cao qua lidu etoricoxib.

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

Trudng hop qua lidu thude, nén tién hanh cac bién phap diéu tri thong thuong nhu loai bo thudc
chua hap thu tir dudng tiéu hoa, theo ddi 1am sang va diéu tri hd tro néu can thiét.

Tham phan méu khong loai bo duoc etoricoxib. Chua rd tinh hitu hiéu cua viéc loai bé thudc ra
khoi co thé bang tham phan phic mac.

PONG GOI: Hop 3 vix 10 vién.
Hop 6 vix 10 vién.
BAO QUAN: Noi kho rdo, tranh anh sang, nhiét 6 khong qué 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.
HAN DUNG: 36 thang ké tir ngay san xuat.

San xuét tai: _ _

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phuéc 1, Phuong Thoi Hoa, Thi xi Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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