APROVEL®300mg

irbesartan
viéin nén bao phim

Thude ban theo don,
oo cin than diy 4 toa hudng din s dung thudc trde khi ding.
Néu cin thém thdng tin, hdy hél bac sT hodc dugc ST,

- Hay gilr toa hurding diin sl dyng thube nay. Ban cb thé cln doc Igl.

nén dua cho
ban, vi cb

= Th nay duge chi dinh ridng cho ban, ban
ngudni khic dung ngay cd khi ho cé tidu chimg gi
thé gay hal cho hg,

3 éubz:kgrmcuungpnunauwmnﬁm&m.mnsuwngm
nhan cé bt ky tac dyng phy néo khéng néu ra trong toa thudc
nay, hdy bao cho béac sThodc duge sT.

THANH PHAN

- Hoat chéit chinh: Irbesartan,

M&i vign Aprovel 300mg chira 300mg irbesartan.

- Ta dugc laclose monchydral, microcrystafine cellulose, natri
croscammediose, hypromellose, silicon dioxid, magnesi stearal, titan
dioxid, macrogol 3000, sép camauba.

DANG BAO CHE, QUI CACH PONG GOI

Vién nén bao phim Aprovel 300mg mau triing dén tréng nhat, hinh
blu dyc, hai mat 1&i, mdt mat cé hinh qua tim in chim va mat kia
khéc sb “2873",

Viéin nén bao phim Aprovel 300 mg duge dong trong vi 14, 28, 30, 56,
84, 90 hoac 98 vién, Hop 56 vi theo dom vi lidu x 1 vién nén bao phim
64 phan phéi trong bénh vidn cing sn cb.

Trén th trurdmg cb th khéng cb dhy dd cac dang Gng gbi.

CHI BINH

Aprovel thubc nhém thubc @i khang thy thé angiotensin-ll,
Angiotensin-Il 1a mt chit do cor thé sinh ra, khi gén Ién thy th cia
n6 & mach méau 1am co mach mau. Két qua 14 lam huyét &p.
Aprovel chéing Iai viéc gén cla angiotensin-ll 1n thy thé nay do 46
Iam mach méau gién ra va lam ha huyét ap.

Aprovel lam cham sy suy gidm chirc ndng théin & bénh nhan tang
huyét dp vé dai théo dudmg typ 2.

Aprovel dugc chi dinh ding cho ngudi Iém dé;

- Gibu trf tang huyét 4p (tang huydt 8p nguyén phét)

- bdo vé than abi v&i bénh nhan dai thao duong typ 2 ob ting huyét
#p va cac bling chimg xét nghlém suy gidm chirc ndng thn.

CACH DUNG, BUONG DUNG VA LIEU DUNG
Ludn luén tudn theo chi din cla bac sT danh cho ban. Ban phai hol
Iai bac sT hodc dugo sT ndu ban khdng chéc chin.

* Bénh nhén ting huybt 4p

Libu théng thueong la 150 mg mot lAningdy. Sau d6 lidu cb thé tng
I&n 300 mg mét IAn/ngay tiy theo mirc dap Umg ciia huyét &p.

* Bdnh nhén ting huyét dp va aki thio dudng typ 2 vii binh thin
94 v bénh nhan tang huyét 4p va dai thao dutmg typ 2, ding lidu
duy tri 300 mg mot An/ngdy 14 thich hop cho didu tri bénh thdn di kém.

nhirng bénh nhan trén 75 twdi.
Hidu qué ha 4p téi da cb thd dat duge trong vong 4-6 tudin sau khi
bét dhu didu tri.
Tré em khéng nén ding Aprovel

nén ding Aprovel cho tré em duéi 18 tudi, Néu mdt tré nubt
vai vién thubc, phai di gip béc sT ngay 1ap tirc.
Néu ban quén uéng Aprovel
Néu ban tinh c& quén ubng mét lidu hiang ngay, ol ubng lidu ké tidp
nhr binh thuémg, Khdng duoe udng glp d6i fidu 88 ba cho lidu da
quén,

https://trungtamthuoc.com/

NA&u ban cb thém bét cir thic mic nao vé vige siv dung thude nay,
hay héi béc sT hay duge sT cta ban.
CHONG CHI B|NH

Khéng dugc diing APROVEL
-mmumvﬁmmh&wmmmm

trong Aprovel

- ndu ban dang ¢6 thal hon 3 thang (16t nhét 1& nén tranh ding
Aprovel tir loc bt dAu eb thal - xem muc Phy nir cb thal)

Khéng diing Aprovel cho tré em (duéi 18 tudi),

THAN TRQNG KHI DUNG

Hay bao cho bac s7 ndu ban gép mdt trong cac tinh trang sau:

* tidu chiy hodc 6l mira nhidu,

* bénh ly thin,

* bénh ly tim.

* néu ding Aprovel cho bénh thén do dil thio dwéng. Trong
truéing hop ndy béc sT cb thé cho xét nghiém mau thudmg quy,
dac biét 14 do db kali trong méu trong trrémg hop chic néing

than kém.

* néu ban sdp sira dugee phliu thult hodc duge gdy méb,

Sir dyng céc thubc khic:

Théng béo cho bac s hodic dugc sT clia ban biét cac thude ban
dang sir dyng hodc vira sir dyng, bao gdm ca cAc thube khéng cin

ké toa.
m:;nqmiwmngcﬂwglicvﬁnhbngthukmikhk,
Cén phal xét nghi$m mau ndu ban sir dyng:

- nhimg loal bd sung kall,

- céc chit mudi thay thé cé chira kall,

- céc loal thudce gitr kali (nhur thudc o tidu),

- cAc loal thudc cb chira lithium.

Téc dyng cla irbesarian co thé gidm khi ban ding cac thubc gidm
dau nhur khang viém khong steroid,

Ding Aprovel chung véi thirc dn va thirc udng

Aprovel ¢ thé dugre ubng ciing hodc khing ciing véi thire an.

PHY N CO THAI - NUI CON BANG SUFA ME

Phy nir c6 thai

CAn bao cho bac sT biét ndu ban cb thai, hodic cb thd cb thai, Thdng
thuemg béc si 88 khuyén ban ngung ding Aprovel tnsée khi cb thai
hodc ngay khi ban biét minh cé thal vé s& khuyén ban ding thube
khc thay thé cho Aprovel,

Aprovel khéng duoc khuyén ding trong céc théang ddu cia thai ky
va khéng dugc ding khi 38 mang thal hon 3 théng, vi thube 6

Phy nir dang théd ky nudl con biing

con bing
sira duge ding Aprovel cho phy nlr dang nudi con
béng sira me nmuummmmmmmw
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vé
vin hanh may méc dugre thye hign, Aprovel khdng anh huéng dén
kha nang lai xe hodc didu khidn méy moc.
Tuy nhién, trong thér abumwzhuy&m chodng va

ra.

khéng mong mudn, mac du khdng phai t ngudr dbu gap
cac the dung phy ndy. ML vai tac dung phu cb thé trdm trong va
ddi hdl phai dugc theo ddi y khoa.

Ciing nhur céc logi thube turong by, him gép cac phén img dj ing
da (phét ban, mé day), cing nhw sung khu tri & mat, mbi
vahodc ludi & céc bénh nhan udng irbesartan. Ndu ban cé nhimg

chimg nhir trén hodc khé thé nén ngung ding Aprovel va
di gép bac si cia ban ngay 1p tirc.
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Tén &b cia cac tac dyng phy ndu ra dudd ddy dugc xac dinh theo
a‘gmm

thurémg géip: dnh hudmg It nhét tir 1 tr&n 10 bdnh nhin hodc hom.

Thurémg gép: dnh huéng it nhét 1 trdn 100 bnh nhan vA 1t hon 1
trén 10 bénh nhan.
Khéng thudmg gép: dnh hudmg it nhét 1 trén 1000 bénh nhan va It
hon 1 trén 100 bénh nhén.
Trong cAe nghién clru 1m séng 841 véi bdnh nhan ding Aprovel,
cAc tac dyng phy sau day 43 duge bao cho:

thuémg gap: dbi vl bénh nhan tang huydt dp 6 dai thao
typ 2 va bénh than, xét nghiém méau cho thily ting ndng 49
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tinh dyc), dau ngyrc.
Mdt sb tao dung phy dugc bao céo ké tir khi Aprovel luu hanh trén
thi truémg nhung khong rd thn sb, Céc tac dung phy ngoai ¥ nay 1a
chéng mat, dau ddu, rbi loan vi kéu !
nhirc khérp va co, bilt thuémg chirc ndng gan, ting ndng dd kali
huyét, suy chirc nang than va vism cac mach méu nhd chi yéu & da.
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Hiém gap cac truémg hop vang da (vang da va/hodic trdng con mét),

Néu bAt ky tac dung phy ndo trér nén trdm trong, hodic néu ban gép
phai cac tac di phy khéng ligt ké trong toa hudmg din sir dyng
thudc nay, ban clin thdng bao cho bac si hodc dugc sT cla ban,

DAC TINH DUQC LYC HOC
Nhém duge I didu tri: ddi khang thy thé angictensin 1|
Ma sb ATC Ia CO9CA04

mﬁ_%ﬂ;lma'hn {& mdt chit a8 khang manh, tac dong
qua dud ng, va chon loc véi thy thé cla anglotensin-il (typ
AT1). Thubc chan toan b tac 8dng cla angiotensin-ll qua trung
gian thy thé AT, bét ké ngudn gbe hofic con duéng thng hop cia
angiotensin-I|. B4i khang chen loc thy thé cla anglotensin-l (AT;)
1am tang ndng a4 renin huyét tvong va ndng 69 angictensin-ll, 1am
gidm ad aldosteron huydt twong. Irbesartan cb tac dng ma
khong cAn phai qua chét chuydn héa hoat dng.

Hiéu qud lam sang:

Téing huyét 4p

Irbesartan lam ha huyét 4p véri dnh hudng 14i thiu 18n nhip tim, Sy
gidm huydt 4p H8n quan lidu cb khuynh huéng
nguyén & lidu trén 300 mg ding mdt An/ngay. Céc lidu 150-300 mg
mot IAn/ngay lam hahl.:;gtapdoﬁflu'lhéng& vi do & tu thé ndm
trong theri gian day (nghia Ia 24 gi¢r sau khi ding thubc) trung binh
18 8-13 / 5-8 mmHg (huybt 4p tAm thu / huydt 4p tAm trrong) nhidu

ang 1 > 11, A D el O Dain LAr Cal NS0 CUromy W
Nghién ciru “Irbesartan trén bénh than do bénh dai thao dudng”
(Irbesartan Diabetic Nephropathy Trial = IDNT) cho thiy irbesartan
1am gidm tién trién cUa bénh thén & bénh nhan bj suy thadn man va
4 dagm nidu 1Am sang.
Nghién ciru "Céc tic Gdng
bénh nhan tang huyét ap cb dai thao dudmg typ 2° (Effects of

rtan on Micrc ria in Hypertensive Patients with type 2

https://trungtamthuoc.com/

Diabetes Mellitus = IRMA 2) cho thiy irbesartan lidu 300 mg lam
chém tién trinh din dén dam nidu 18m sang & bénh nhan cé dam
nidu vi lirong.

PAC TINH DUQIC QNG HQC

Sau khi ubng, irbesartan durge hip thu tht cac nghién ciru vé sinh
khé dyng tuyét bl cho cac gia trj khodng 60-80%. Ubng thube
trong lic &n khdng dnh hudng dang k& @én sinh khé dyng clia
itbesartan. Gén két v&i protein huybt twang khodng 96%, gan két
khéing d4ng k& v cac thanh phin té bao mau. Thé tich phan bb 13
5393 lit Irbesartan dugc chuyén

Irbesartan va cac chét chuyén hoa dugc thii nr qua ca
mét va dudmg than. Co dudi dang irbesartan dugrc

bai tiét qua nwrérc tibu & dang khang ddi
%nh nhin

QUA LIEY

Néu ban tinh ¢t udng qua nhidu vién thubc, phai di gap bac si
1&p tire, Nhirng kinh nghiém & ngudi truding thanh 1 lidu 900
mgmbinﬁxuumgﬁluénchoméymmdwbihhﬂndwﬂnh
n&o. Céc bidu hién qua lidu dugc nghi do irbesartan 4 tyt

va nhanh nhip tim; cham nhip tim cOng ¢ thé gdip.

BAO QUAN

B4 thubc ngodi thm véri va tAm nhin cda tré em.

Khéng diing thube qua han ding ghi trén vé hp v trén v thube.
Bao quén thubc & nhidt 46 dudi 30°C.

Khéng duge b thube vao nudre thai hode thing réc gia dinh. Hay
hél dirre sT cach hiy bd thube khang con ding nira. Céc cach xir
Iy nay gidp béo v mdi truding.

Nha san xubt:

SANOF| WINTHROP INDUSTRIE

1, rue de la Vierge - Ambarés el Lagrave

F-33565 Carbon Blanc cedex , Phsp %

Tidu chuén: Nha sén xuét
Han ding: 36 thang ké tir ngay san xuét




