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Tai liéu thong tin cho can bd y té

APROVEL"

irbesartan Vién nén 150mg - 300mg

PIEU TRI TANG HUYET AP NGUYEN PHAT
HIEU QUA VOI LIEU DUNG 1 LAN/NGAY®
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APROVEL'"

irbesartan

Vién nén 150mg - 300mg

DANG BAO CHE VA TRINH BAY: Vién 150mg hoac
300mg. Vi 14 vién. Hop 28 vién. THANH PHAN: Irbesartan
150mg hodc 300mg, moi vién.TINH pHAT DUQOC LY:
Irbesartan la mét thuée dung duéng udng cé tac dung doi
khang chon loc trén thu the angiotensin-Il Ehér) nhém AT1).
CHI BINH: -Diéu tri tang huyét ap ( tang huyet ap nguyén
phat). -Bao vé than doi voi bénh nhan dai thao duong typ 2
co tang huyet ap va cac béfigachu’ng xét nghiém suy giam
chirc nang than.CHONG CH INH: - Neu ban bi di trng v&i
irbesartan hoac bat ky thanh phan nao chira trong Aprovel. -
Néu ban dang co thai hon 3 thang (tot nhat la nén tranh dig
Aﬁrovel tr lac bat dau cd thai - xem muc phu ni co
Khong dung Aprovel cho {ré em gu@i 18 tudi)
DUNG, B G DUNG VA LI§U UNG: » Ca
Dung bang dwédng ubng, vién thuoc duoc nudt véin
nuo¢ thich hop trong hoac ngoai bira an. « Bénh riha
huyét ap: Lieu thong thuong la 150mg mét lan/nga)
lieu co the tang I1én 300mg mot lan/ngay tily theo'n
tng cua huyet ap. « Bénh nhan tang huyét ap va d:
dwong typ 2 vor bénh than: Dung lieu 300mg mét lanipgay.
Bac si co the khuyen cag lieu thap hon khi bat dau dicudr
voi nhirng bénh nhan tham tach mau hoac bénh nhan trén
75 tudi. Hiéu qua ha ap co thé dat dugc trong vong 4-6 tuan
sau khi bat dau dieu tri. « Tré em khong nén dung Aprovel:
Khéng nén dung Aprovel cho tré em duéi 18 tudi. » Néu ban
quén uong Aprovel: Neu ban tinh c& <1quén uong 1 lieu hang
ngay, ctr uong lieu ke tigﬁ nhw binh t u’dng. Khéng duoc
uong gap, doi ieu de by cho lieu da quén, Néu ban co thém
bat ctr thac mac nao ve viéc str dung thuoc nay, hay hoi bac
si ha& duoc si cua ban. PHY NU' CO THAI - NUOI CON
BANG SU'A ME: » Phu ni¥ c6 thai: Can bao cho béc si biét
néu ban co thai, hoac co the co thai. Thdng thudng bac si sé
khuyén ban nguwng dung Aprovel va dung thuoc khac thay
thé. Aprovel khéng duroc khuyén dung trong cac thang dau
cua thai ky va khong dugc dung khi da man%thai hon 3
thang vi thuoc co the gay nguy hiem cho tré. « Phu nir dang
trong thoi ky nudi con bang sira me: Khéng duoc dung
Aprovel cho phu nir dang nudi con bang sira me va bac si se
chon hu;évn% dieu tri khac, phat la khi con ban con so sinh
hoac thieu thang. LU Y VA THAN TRONG: Tinh trang tiéu
chay hoac 6i mwa nhieu, bénh ly than, benh ly tim, bénh than
do dai thao du’()’n%, bénh nhan sap dwoc phau thuat hay gay
mé. Sir dung cac thudce khac. Can xét nghiém mau néu dang
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st dung cac thuog bo sunF kali, mugi thay thé c¢ chira kali,
thuécl:-%:& kali, thude chira lithium. TAC PONG CUA THUOC
KHI LAl XE VA VAN HANH MAY MOC: Chwa co6 nghién
Cclru nao ve cac tac dong trén kha nang lai xe va van hanh
may moc dugc thure hién, Aprovel khéng anh huéng den kha
nang lai xe hoac diéu khién may mac. Trong thédi gian diéu trj
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tang huyét ap néi chung, bénh nhan thinh thoang chéng mét
hoac met 1a. Vi vay can luu y tac dung khéng mong muon
ngy khi lai xe hoac van hanh may méc.Théng tin quan trong
vé mot so ta dwoc ctia Aprovel: co chira lactose, can than
trong véi nhirng bénh nhan khgag dung nap dwgng (vd:lac-
toge). TWUONG TAC VO) THUOC KHAC VA CAC TUONG
TAC KHAC: Nhirng thuoc dieu tri tang huyet ap khac co the
gia tang tac dung ha huyét éE cua irbesartan. Ket hop vai lQi
tieu gitr kali, chat bo sung kali, nhirng chat thay theé muoi
chira kali hay nhirng thuoc khac co thé lam tang kali huyét
thanh. Khong nén phoi hop vai lithium. Nhw vén cac thudc
Wtang hUﬁgt ap khac, tac dung tri tang huyét ap cua
attég co the bi giam di béi cac thuoc khang viém
i. Duoc dong hoc cua digoxin khéng thay doi khi
i irbesartan ¢ lieu 150mg & ngudi nam tinh
e manh. Duwoc dong hoc cua irbesartan khéng bi
khi két hop vai hydrochlorothiazid, nifedipine.
AC KHONG MONG MUON: Ciang nhu cac loai
“thube teiging tu, hiem gap cac phan trng di wng da( phat ban,
;ti;ré’dn cling nhu sung phong khu tri & mat, méi va / hoéc
rGie® cac benh nhan uong irbesartan. Néu ban co nhirng
rieu chirng nhu trén hoac kho thé nén ngung dun Aprovel
vadi gép bac si ctia ban ngay lap tire. Trong cac nghién cuu
lam sang doi véi bénh nhan dung Aprovel cac tac dung phu
sau day da duogc bao cao: - Rat thuerng gap (>1/10 ngui):
doi voi bénh nhan tang huyet ap cé dai thao dyong typ 2 va
bénh than, xét nghiém mau cho thay tang nong do kali. -
Thuéong gap (>1/100 ngudi va <1/10 nguoi): choang vang,
budn non, mét mai va cac xét nghiém mau cho thay tang
nong d6 men do lwdng chirc néng cua co tim, ha huyet ap
khi thay doi tu; the, dau khop hoéc co ciing nhu giam protein
trong hong cau. - Khéng thuong gap (>1/1000 nguoi va
<1/100 ngurei): tang nhip tim, phirng d6 mat, ho, tiéu chay
kho tiéu, réi loan tinh duc , dau ngye. - Hiém gap cac truong
hop vang da (vang da va hoac trang con mat), - Mot so tac
dung phu duoc bao cao nhung khong rd tan so: chong mat,
dau dau, roi loan vi giac, kéu vo vo ¢ tai, vop bé, dau nhirc
khép va co, bat thuong chirc nang gan, tang nong 4o kali
huyet, suy chirc nang than va viém cac mach mau nho chu
Keu ¢ da. Neu bat ky tac dung phu nao tré nén tram trong
on hodc ban gap phai tac dung phu khéng liét ké trong toa
thudc, can bao ngay cho bac si hoac dugrce si clia ban. NHA
SAN XUAT: Sanofi Winthrop Industrie 1, rue de la Vierge -
Ambares et Lagrave 33565 Carbon Blanc Cedex France.
NHA PHAN PHOI CHINH: Céng ty CP Dworc liéu Trung
Uong 2: 24 Nguyén Thi Nghia - P. Bén Thanh- Quan 1 - Tp.
HCM. Tel: (+84) 08 3832 3058 - Fax: (+84) 08 3832 3012.
SBK: - Aprovel 150mg - VN-16719-13. - Aprovel 300 mg -
VN-16720-13. VN.IRB.16.09.03
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