Doc ky huong din s dung trudc khi dung
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ding thuéc nay theo sw ké don ciia thay thuéc

RAMITREZ

(Vién nén bao phim Etoricoxib 90 mg)

THANH PHAN:

MJi vién nén bao phim chira:

Etoricoxib ............ccoiiiiiiii. 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 ... vira du 1 vién.

PAC TINH DUQC LUC HOQC:

Etoricoxib la thudc we ché cyclo- oxygenase (COX-2) ¢6 chon loc & ndng do tri licu.

Nong d6 COX-2 cao tai nhimg mo bi viém dan t6i sy tong hop prostaglandin 14 chat trung gian
cua qué trinh dau va viém.

Trong nghién ctru duoc 1am sang, etoricoxib e ché COX-2 tuy thudc vao liéu ding ma khong
trc ché COX-1 ¢ lidu 1én dén 150 mg/ ngay. Etoricoxib khong trc ché tong hop prostaglandin da
day va khong c6 tac dong trén chirc ning tiéu cau.

PAC TINH DUQC PONG HQC:

Hap thu: Etoricoxib duoc hap thu tot qua duong uong Sinh kha dung tuyét dbi xap xi 100%.
Sau khi udng 120 mg mét lan/ ngdy dén trang thai hang dinh, nong dd dinh trong huyet tuong
(Cmax = 3,6 pg/ mL) dat duge sau 1 gio. Dién tich dudi duong cong nong do - thoi gian 1a 37,8
Hg. hr/ mL. Dugc dong hoc ciia etoricoxib tuyén tinh trong khoang lidu diéu tri.

Thirc an khong anh huong dén hap thu etoricoxib, nhung anh huong dén téc do hap thu.

Phan bo: Khoang 92% etoricoxib gén protein huyét tuong trong khoang nong d6 0,05 - 5 pg/
mL. The tich phan b & trang thai hing dinh khoang 120 L.

Chuyén héa: Thudc dugc chuyén hoa 16n voi < 1% liéu ding phat hién trong nude tiéu dudi
dang thudc nguyén ven. Con dudng chuyén hoa chinh thanh dan chat 6'-hydroxymethyl duoc
xuc tac bai enzym CYP. Dudng nhu CYP3A4 dong gop vao qua trinh chuyén héa thube in vivo.
Céc nghién ctru in vitro cho thay CYP2D6, CYP2C9, CYP1A2 va CYP2CI1 ciing xtc tac cho
qué trinh chuyén hoéa chinh, nhung vai trd cta chiing chua dwoc nghién ctru in vivo,

Pi xac dinh duoc 5 chat chuyén héa & ngudi. Chat chuyén héa chinh 13 dan chat 6' acid
carboxylic ctia etoricoxib dugc hinh thanh chil yéu boi oxy hoa thém dan chét 6' hydroxymethyl.
Nhu’ng chat chuyén hoa chu yéu khong c6 hoat tinh hodc c6 hoat tinh &c ché COX-2 yéu. Khong
c¢6 chat chuyén héa nao trc ché COX-1.

Thai trir: Sau khi tiém tinh mach liéu don 25 mg etoricoxib danh dau phong xa & ngum khoe
manh, 70% hoat tinh phong xa duoc tim thdy trong nudc tiéu va 20% trong phén, chu yéu ¢ dang
cac chat chuyén hoa. Duéi 2% duoc tim théy dang khong doi.

Su thai trir etoricoxib chu yéu & dang cac chat chuyen héa baoi sy bai tiét cia than. Nong d6 hang
dinh cua etoricoxib dat dugc trong vong 7 ngay sau khi ubng 120 mg mét 1an/ ngay, nira doi 1a
khoang 22 gid. Do thanh thai huyét twong sau 1 liéu 25 mg tiém tinh mach udc tinh khoang 50
mL/ phut.

CHI PINH:

Viém xuong khép.

Con gout cap.

Viém khop dang thép.

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

LIEU DUNG - CACH DUNG:

Viém xuong khép, théng kinh nguyen phat, dau co xuong man tinh: 60 mg/ ngay.
Viém khép 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 cip.

CHONG CHI PINH:

Qué min véi bt ky thanh phan nao cua thubc.
Loét da day hoac xuat huyét tiéu hoa.

Suy gan nang.

Suy thén n@ng (Cler < 30 mL/ phat).

Tién sir hen, viém mili cdp, polyp miii, phtt mach than kinh, may day khi ding aspirin hodc
NSAID.

Phu nir ¢6 thai hodc cho con bu.

Tré em dudi 16 tudi.

Viém bang quang.

Suy tim @ huyét ning.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Than trong & bénh nhan ¢ bénh tim thiéu mau, suy than, xo gan, suy tim, rdi loan chuic nang
that tréi, ting huyet ap, co nguy co phu, nguoi lon tuoi, bénh nhan mat nudc.

Nguy co huyét khdi tim mach: Cac thudc chdng viém khong steroid (NSAIDs), khong phai
asp1r1n dung du’O’ng toan than, c6 thé lam tang nguy co xuét hién bién ¢ huyet khdi tim ‘mach,
bao gom ca nh01 mau co tim va dot quy, ¢6 thé dan dén tir vong. Nguy co nay co thé xuét hién
som trong vai tudn dau ding thude va co thé ting 1én theo thoi gian dung thudc. Nguy co huyét
khéi tim mach duoc ghi nhén chu yeu & liéu cao.

Bac sy can danh gia dinh ky su xuit hién ciia cac bién co tim mach, ngay ca khi bénh nhén
khong c6 cac triéu chung tim mach truge d6. Bénh nhan can dugc canh bao vé céc tridu chimg
ctia bién c6 tim mach nghiém trong va can thim kham bac sy ngay khi xuét hién céc triéu chimg
na

Dg glarn thiéu nguy co xudt hién blen c¢b bit loi, can sir dung etoricoxib & liéu hang ngay thap
nhét ¢6 hiéu qua trong thoi gian ngén nhat co thé.

Pé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Warfarin: O nhiing bénh nhan d diéu tri duy tri 6n dinh bang warfarin, sir dung liéu etoricoxib
120 mg hang ngay c6 thé din téi sy ting khoang 13% luong prothrombin so véi ti 1 chuan qudc
té (International Normalised Ratio - INR). Can kiém soat chat ch& gia tri INR khi bat dau diéu trj
béang etoricoxib hodc khi chuyén sang diéu tri béng etoricoxib, dic biét 1a vao nhitng ngay dau
tién, khi bénh nhén dang str dung warfarin hogc chat twong tur.

Rifampin: Sir dung ddng thoi etoricoxib véi rifampin, mot tic nhan co kha ning gy cam ung
men chuyén héa ¢ gan manh, 1am giam 65% dién tich dudi duong cong (AUC) trong huyet
tuong cua etoricoxib. Twong tac nay can duogc tinh dén khi etoricoxib duoc st dung cung voi
rifampin.

Methotrexat: Can giém sat doc tinh ctia methotrexat khi sir dung dong thoi etoricoxib véi liéu
l6n hon 90 mg hang ngay va methotrexat.

Cdc chdt ke ché men chuyén dang angiotensin (ACE): Da c6 bao cdo thira nhén cac chét wc ché
NSAIDs khong chon loc va te ché chon loc COX-2 ¢6 thé lam giam tac dung chdng ting huyét
ap cla céac chét trc ché ACE. )

Lithi: P4 c6 béo céo thira nhan cac chat e ché NSAIDs khong chon loc va trc ché chon loc
COX-2 ¢6 thé lam tang ndng d lithi huyét twong.
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Aspirin: Str dung dong thoi aspirin lidu thip véi etoricoxib co thé dan t6i két qua 1a sy ting tdc
do loét duong tiéu hoa va cac bién chumg khac so voi truong hop chi dung riéng etoricoxib.

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

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

Gibdng nhu cac thudc co tac dung trc ché tong hop prostaglandm khac da biét, can tranh s dung
etoricoxib ¢ nhung phu nit mang thai mudn vi c6 thé gay ra dong 6ng dong mach sém. Chua co
nhiing nghién cuau dbi chtng day du trén phu nir ¢6 thai. Chi nén st dung etoricoxib trong 2 quy
dau mang thai néu loi ich ma n6 mang lai 16n hon nguy co dbi voi thai nhi.

Etoricoxib duoc bai tiét trong stra chudt cong. Ngudi ta chua biét n6 c6 dugc bai tiét trong stra
me hay khong Béi vi ¢6 nhiéu thuoc duoc bai tiét trong sira me va boi vi nhitng tac dung c6 hai
c6 thé c¢6 cua cac thude we ché tong hop prostaglandin trong thoi ky ba me, viée quyet dinh
ngirng thude hodc nging cho con bu tuy thudc vao tAm quan trong cua thude ddi véi ngudi me.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 bao cao veé tac dong cua thudc trén kha nang 1ai xe va van hanh may moc. Tuy nhién,
bénh nhan bi chong mat, hoa mat, buon ngu khi dung thuoc nén han ché lai xe hay van hanh may
mac.

TAC DUNG KHONG MONG MUON:

Choéng mit, dau dau, réi loan tiéu hoa, tiéu chay, kho tidu, dau thuong vi, suy nhuoc, gidng bénh
cum, tdng men gan.

Khoéng thuong gap: Phu, tang trong, lo léng, trdm cam, mat ngu, di cdm, ngu ga, nhin mo, u tai,
suy tim, tang huy€t ap.

Nguy co huyét khdi tim mach (xem thém phan Luu y déac bit va than trong)

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

QUA LIEU - XU TRi:

Chua c6 bao cdo qua lidu etoricoxib.

Trong cac nghién curu lam sang, dung liéu duy nhét 500 mg va lidu lap lai 150 mg/ ngdy trong 21
ngay khong co diu hiéu doc tinh.

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

Tham phan mau khong loai bé dugc etoricoxib. Chua 1o tinh hiru hi¢u cua viéc loai bo thubc ra
khoi co thé bang thim phan phiic mac.

PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN Noi kho rdo, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUON G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

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 xd Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Tén san pham: RAMITREZ

M4 sé toa: 0232.T1

Kiém soét sira doi: - Chuyén file in theo mau nhan Cuc Quén 1y Duoc cip
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- Chuyén mé toa tir TOA271BBB sang 0232.T1 theo SOP Q.DK.1003

Ngay 19/04/2019

Nhan vién thiét ké:
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