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irbesartan Vién nén 150mg - 300mg
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Tai liéu nay c6 2 trang. Thdng tin chi tiét vé san phdm xem trang 2.
S8 gidy ti€p nhan hé so dang ky tai liéu théng tin thudc

clia Cuc QLD-B3 Y té: ...././QLD-TT, ngay...thang...nam...
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APROVEL BAOVE THAN DOI VOI BENH NHAN
PAITHAO BUGNG TYP 2 CO TANC

irbesartan

Vién nén 150mg - 300mg

Tai liéu théng tin cho can bé y té

Va Cdc Bdang Chirng Xét Nghiém Suy Gicim i/

Sanon aventis

DANG BAO CHE VA TRINH BAY: Vién 150mg hoac
300mg. Vi 14 vién. Hop 28 vién. THANH PHAN: Irbesartan
150mg hoac 300mg moi vién. TINH pHAT DUOC LY:
Irbesartan la mot thuoc dung dwong uong co tac dung doi
khélng chon loc trén thu thé angiotensin-li ?ﬁhég nhom AT1).
CHI DINH: -Dieu tri tang huyet ap ( tang huyét ap nguyén
phat). -Bao vé than doi voi bénh nhan dai thao dwdng tuyp
2 co tang huyet ap va cac béiwgch(rng xét nghiém suy giam
chire nang than.CHONG CHI BINH: - Néu ban bi di trng voi
irbesartan hoac bat ky thanh phan nao chtra trong Aprovel.
- Neu ban dang c6 thai hgn 3 thang (tot nhat la nén tranh
dung Aprovel tw luc bat dau cé thai - xem muc phu ni c6
thaié - Khoéng dUngAgrovel cho tré .em (dudi 18 tudi).
CACH DUNG, BUONG DUNG VA LIEL} UNG:  Cach
dt‘m?: Dung bang dwdng udng, vién thuoc duwoc nuot voi
mét lwong nuére thich hop trong hoac ngoai bira an. Bénh
nhan téng huyét ap: Liey thong thuong la 150mg mot
lan/ngay. Sau do lieu cé thé tang Ién 300mg mét lan/ngay
tuy theo murc dap ng cua huyét ap. < Bénh nhan tang
huyét ap va dai thao dwong typ 2 v&i bénh than: Dung
lieu 300mg mét lan/ngay. Bac si co thé khuyen cao lieu tha

Z a

hon khi bat dau diéu tri voi nhirng bénh nhan tham tac

méau hoac bénh nhan trén 75 tuoi. Higu qua ha ap co thé dat
dworc trong vong 4-6 tuan sau khi bat dau dieu tri. < Tré em
khong nén dung Aprovel: Khong nén dung Aprovel cho
tré em duwdi 18 tuoi. « Néu ban quén udng provel: Neu
ban tinh c& quén uong 1 lieu hang ngay, cr uong lieu ke tiep
nhu binh thuwdng. Khong duoc uong gap doi lieu dé bu cho
lieu da quén. Neu ban co thém bat clr thac mac nao ve viéc
str dung thyoc nay, hay_hdi bac si hay dwoc si cua ban.
PHU NU CO THAI - NUOI CON BANG SUA ME: « Phu nir
cg thai: Can bao cho bac si biét néu ban c6 thai, hoac co
thé co thai. Théng thuwdong bac si sé khuyén ban n%u’ng
dung Aprovel va dung thuoc khéac thay the. Aprovel khong
dwoc khuyén dung trong cac thang dau cua thai ky va
khong duwoc dung khi da man%thai hon 3 thang vi thuoc cé
theé gay nguy hiem cho tré. « Phu nir dang trong thoi ky
nudi con bang sira me: Khong dwoc dung Aprovel cho
ﬁhu' ne Qan?'nuéi con ‘béng{( siha me va bac si sé chon

wong dieu tri khge, phat la khi con ban con so sinh hoac
thieu thang. LU Y VA THAN TRONG: Tinh trang tiéu chay
ho&c 6i mwra nhiéu, bénh ly than, bénh ly tim, bénh than do
dai thao dwong, bénh nhan sap duoc phau thuat hay gay
mé. Sk dung céc thyoc khac. Can xét nghiém mau néu
dang slr dung cac thuoc bo sung kali, mudi thay thé c6 chira
kali, thuoc gitr kali, thuoc chira Jithium. TAC DPONG CUA
THUOC KHI LAI XE VA VAN HANH MAY MOC: Chuwa co
nghién ctru nao ve cac tac dong trén kha nang lai xe va van
hanh may moc dwoc thuc hign. Aprovel khong anh hwéng
den kha nang lai xe hoac dieu khien may moc. Trong thoi
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gian diéu tri tang huyét ap néi chung, bénh nhan thinh
thoang chong mat hoac mét Ia. Vi vay can luu y tac dung
khéng mong muon nay khi lai_xe hoac, van hanh may
moc.Thong tin quan trong vé mot s6 ta dwoc cua
Aprovel: co chira lactose, can than trong v&i nhitng bénh
nhan khéng dung nap dugng (vd:lactose). TUONG TAC
VOI THUOC KHAC A CAC TUONG TAC KHAC: Nhirng
thudc diéu tri tang huyét ap khac co thé gia tang tac dung ha
huyét ap cla irbesartan. Két hop vai loi tieu gitr kali, chat bo
sung kali, nhﬁ’n%zchat thay the mudi chira kali hay nhirng
thuoc khac c¢ thé lam tang kali huyet thanh. Khong nén
phoi hop véi lithium. Nhu voi cac thuoc diéu tri tang huyet
ap khac, tac dun% tri tang huyét ap cua irbesartan co the bi
gidm di béi cac thuoc khang viém non-steroid. Dwoc dong
hoc cua digoxin khéng thay doi khi ket hcﬁ V@i irbesartan ¢
lieu 150mg & ngwdi nam tinh nguyén, khée manh. Duoc
dong hoc cua irbesartan khéng bi anh hwéng khi két ho
voi hydrochlorothiazid, nifedipine. TAC DUNG KHON
MONG MUON: Ciing nhw cac loai thudc, twong tw, hiém
gap cac phan Omc}; di rng da( phat ban, me day), cing nhw
swng phong khu tri & mat, méi va / hoac lwdi & cac bénh
nhan uoni irbesartan. Neu ban c6 nhirng triéu chirng nhw
trén hoac khé thd nén ngung dung Aprovel va di gap bac si
cua ban n%‘ay lap trc.Trong cac nghién clru lam sang doi
voi bénh nhan dung Aprovel cac tac dung phu sau day da
duoc bao cao: - Rat thwdng gap (>1/10 nguoi): doi voi
bénh nhan tang huyét ap c6 dai thao duwong typ 2 va bénh
than, xét nghiém mau cho thay tang nonﬁ do kali. - Thuwong
gap (>1/100 nguwdi va <1/10 nguoi): ¢ 6ang vang, buon
non, mét mai va cac xét nghiém mau cho thay tang nong dé
men do lwdng chirc nang cla co tim, ha huyét ap khi thay
doi tw the, dau khop hoac co cling nhw giam protein tron
hong cau. - Khéng thuéng gap (>1/1000 nguoi va <1/10
nguoi): tang nhip tim, phirng d6 mat, ho, tiéu chay kho tiéu,
roi loan tinh duc , dau nguwe. - Hiem gap cac trieong hop
vang da (vang da va hoac trang con mat). - Mot so tac dung
phu dwoc bao cao nhung khéng ré tan so: chong mat, dau
dau, roi loan vi giac, kéu vo vo ¢ tai, vop bé, dau nhirc khap
va co, bat thuwdng chirc nang gan, tang nong dd kali huyet,
suy chtrc nang than va viém cac mach mau nho chu yeu &
da. Néu bat ky tac dung phu nao tré nén tram trong hon
hoac ban %ép phai tac dung phu khong liét ké trong toa
thuoc, can bao ngay cho bac st hoac duwoc si cua ban. NHA
SAN XUAT: Sanofi Winthrop Industrie 1, rue de la Vierge -
Ambarés et Lagrave 33565 Carbon Blanc Cedex France.
NHA PHAN PHOI CHINH: Céng ty CP Dwoc liéu Trung
Uong 2: 24 Nguyén Thi Nghia - P. Beén Thanh - Quan 1 -
Tp. HCM. Tel: (+84) 08 3832 3058 - Fax: (+84) 08 3832
3012. SPK: - Aprovel 150mg - VN-16719-13. - Aprovel 300
mg - VN-16720-13. VN.IRB.16.09.01
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