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Rx Thuée ban theo don. Néu cdn thém thong tin, xin hoi ¥ kién bae st
Poc ki hudmg dén sie dung (rieée khi ding. DE xa tam tay tré em.

BTEROL
(Irbesartan 150mg)

THANH PHAN
M®bi vién nén bao phim chira irbesartan 150 mg
Ta duge: lactose monohydrat, microcrystalline cellulose, croscarmellose natri, hypromellose,
colloidal anhydrous silica, magnesium stearat, titanium dioxide, macrogol 3350,
DUQC LUC HOC
f Irbesartan la thuée ding dudmg uéng c6 tée dung tre ché chon loc thy thé angiotensin 11 (thy thé
AT1). Chen thy thé AT1 cia angiotensin 11 gitp ngan chin toan b tac ddng clha angiotensin 11
qua trung gian thy thé AT1 bét k& ngudn géc holic darﬁhg_\téég hop angiotensin 11. Sy (rc ché c6
chon loc cia thy thé angiotensin 11 (AT1) lam lang \H}I‘I;E;}Jsin va angiotensin II trong méu va | ATLA
giam nong d aldosteron trong mau. Mire ting kali trong huyét thanh khong bj énh hudmg ¢6 ¥ | Produgde

nghfa bai liéu khuyén cdo cia irbesartan trir khi cé suy thin vi/ hodc suy tim. Irbesartan khdng T
trc ¢ché men chuy®n (kinase 11), mét enzym tao ra antiotensin 11 va 1A men téc ding én sy thodi 1?;

gidng cla bradykinin thanh cac chit chuyén héa bat hoat. Irbesartan khong phai chuyén thanh
cde chat chuyén héa dé ¢ tac dong ndy. Tac dung ha huyét dp phu thude vao lidu va ¢ khuynh
réng khéng ha thém khi udng mét lidu cao hon 300 mg/ngay. Néu ngimg diéu trj huyét 4p dén
teér Lai tri sd ban diu, khdng ¢6 hién trong bénh ning d6t ngdt khi ngimg thude. Téc dung ching
tang huyét ap cia irbesartan va thude lgi tiéu thiazid c6 tinh chit cong hop.

DUQC PONG HQC

Thube hip thu nhanh qua dng tiéu héa véi sinh kha dung tir 60 — 80%. Thirc &n khéng lam thay
ddi nhiéu tinh sinh kha dung coa thube.

Thude duge chuyén héa mot phén & gan dé tao thanh cac san phim khong c6 hoat tinh, Néng d
dinh trong huyét trong dat duge trong khodng 1 — 2 gidr sau mdt lidu ubng. Nong di thube trong
mau dat dén trang thai cin biing 6n dinh sau 3 ngdy udng thube. Irbesarian lidn két vii 96%
protein huyét twong. Thé tich phan bé coa thude vao khoang 53- 93 lit. Thude thai 1rir qua mat va
nuée tiéu. Sau khi ubng, khoang 20% thudc thai trir qua nude tiéu dang chuyén hoa vi duéi 2%
& dang khong chuyén héa. Nira doi ban thai la 11 - 15 gio.

CHI DINH

Tang huyét 4p nguyén phat.
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Bénh than trén bénh nhin d4i thio dudng tuyp 2 ¢b tang huyét 4p.

LIEU LUQNG VA CACH DUNG

Neudi 16n; liéu thuémg dung khai ddu va duy tri 13 150 mg/lan/ngdy, ¢6 thé udng trong, trudc
hodc sau bira in.

Lidu 150 mg/lin/ngay cho phép kiém sodt huyét 4p trong 24 gidr tt hon lidu 75 mg. Nhung lidu
75 mg/lin/ngay duge chi dinh cho bgnh nhén phai loc mau hodc ngudi trén 75 tudi.

Néu lidu 150 mg/lin/ngdy khong di dé kidm soft huyét ap thi ¢6 thé tang liéu lén 300 mg/ngay
hodc dimg thém mdt thude chdng ting huyét ap khac, nhy irbesartan véi mit thude lgi tiéu nhu
hydroclorothiazid s& thu duge mét tac dung ha huyét ap ¢ong hop.

Bénh than & bénh nhan déi thio duong tuyp 2 ¢6 tang huyét dp, liéu khoi diu 13 150 mg/lan/ngiy
chinh I&n 300 mg/lin/ngdy nhu 14 lidu duy tri.

Suy thin: khong cin didu chinh liéu ¢ nhimg ngudi bénh suy thin. Véi nhitng ngudi bénh phai
loc méu lidu khéi ddu 75 me/ngay.

Suy gan: khéng cin didu chinh liéu & ngudi bénh suy gan nhe va vira. Chua ¢6 kinh nghiém lam

sdng véi ngudi bi suy gan ning. ’{ ﬁ
Tré em: chira xac dinh duge tinh an toan va hiéu qua cﬁai@%\nqh trén tré em. Fa
CHONG CHI DINH V E.?!f
Qud min véi mét trong céc thanh phan ciia thude. )';.
Phu nif cé thai vi dang cho con bil.
LUU Y VA THAN TRONG DAC BIET KHI DUNG
Giam thé tich mau: & nhimg ngudi bénh bj giam thé tich mau nhu mit mubi va nuée do dang
nhom lgi tiéu manh, tiéu chay hodc ndn kéo dai. Cén thiét phai diéu tri gidm thé tich mau truée

( khi cho diing irbesartan.
Hep dong mach thin: vai ngudi bénh bj hep dong mach thin khi diing irbesartan ¢6 nguy co tyt H

huyét ép niing va suy giam chirc ning than.

Ghép than hofic suy thin: cin phai than trong v&i nhirng ngudi bénh nay. Kiém tra thudmg xuyén
nong do kali va creatinin huyét 12 céin thiét.

Kali huyét cao: ¢b thé gip hién wrong ting kali huyét khi diing irbesartan dic biét la & nhing
ngudi bénh ¢6 chirc nang tim, thin kém. Vi nhitng ngudi bénh ndy nén thudmg xuyén kiém tra
kali huyét. Tranh diing ddng thoi irbesartan véi thude loi tiéu giir kali.

Cudmg aldosteron tién phét: nhimg ngudi bénh cudmg aldosteron tién phit thudng khéng dap tmg
v6i cdc thude ha huyét 4p tac dung théng qua (re ché hé renin-angiotesin nén irbesartan cling
khéng cdé lac dung trén nhitng ngudi bénh nay.
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Cling nhu cde thude gign mach khic: irbesartan phai ding than trong trong cic bénh nhu: hep
van dgng mach chi va hep van hai I4, bénh cotim phi dai tic nghén,

Noi chung irbesartan phai ding thén trong cho ngudi bénh ¢6 trwong lue thanh mach va chie
ndng thin phu thude chil yéu vio hoat dong ciia hé renin-angiotensin-aldosteron: nguy co ha
huyét 4p manh. dot ngdt dé gy nhéi méu co tim hodc tai bién mach méu néo.

Vi thude c6 chira lactose, ngudi 6 van dé vé dung nap galactose, thidu men lactase hodc khong
hép thu glucose-galactose khdng nén diing thude.

TUONG TAC THUOC

Véi cc thude chong ting huyét ap khic: cie thudc chong tiing huyét dp khéc ¢6 thé 1am ting tac
dyung ha huyét 4p cia irbesartan. Mac dir vAy, irbesartan viin ¢6 thé két hop duge véi cc thube
chéng tang huyét dp khic nhu ¢ic thube chen beta, chen calei hodc cac thude lgi tiéu nhom
thiazid, Mjt didu trj trude bang thube loi tidu & lidu cao ¢6 thé tao ra hién tugng gidm thé tich
mau va nguy co tut huyét ap khi ding irbesartan,

Bd sung kali hode cée thude lgi tiéu gir kali: ding dong thoi irbesartan vai cde thude loi tidu giir

kali hogic b sung kali ¢6 thé lam ting ndng do kali huyét, =
Lithi: ting ndng 4 lithi huyét thanh va doc tinh c6 thé hoi phuc dwge da dirge béo ¢do khi phéi 1ac
hep thube (e ché men chuyén. Béi vi trong tde thube chua duge xde dinh véi itbesartan va chua I,:E
¢6 thé loai trir duge nén vén phai theo dai chiit ché ndng db lithi huyél thanh. :fi
PHU NU CO THAI VA CHO CON BU N
Thoi k¥ mang thai: chéng chi djnh ding thude cho phy nir dang mang thai. Trong 3 thing diu
ctia thai k¥ chdng chi dinh do thin trong. Trong 3 thang giita hof3 théng cudi cita thai ky ¢6 thé
anh huéng true tiép lén hé théng rennin-angiotensin, giy suy%' bao thai hode tré so sinh,

| bién dang so mit, tham chi 1am chét thai. Khi phét hién ¢6 thai, ngirng thudc cang som cing tot.
néu di diing thude trong mét thoi gian dai, cin kiém tra chup so va chirc ning thin bﬁng siém dm
cho thai nhi. ”

Théi k¥ cho con bia: chdng chi dinh ding thude cho phu nir dang cho con bi.

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khi I4i xe va vin hanh miy mée cin chii ¥ than trong vi thube piy chéng mat. Thinh thoing c6
thé xdy ra mét 13 trong théi gian diéu tri tang huyét ap.

TAC DUNG KHONG MONG MUON CUA THUOC

Thiromg géip. ADR > 1/100

Chéng mit, nhire ddu, ha huyét ap thé dimg lién quan dén liéu ding.

Tut huyét 4p c6 thé xdy ra, dic biét & ngudi bénh bi gidm thé tich mau, Suy than va giam huyét
ap niing khi ¢ hep déng mach thin 2 bén.
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[t géip, 1/1000 < ADR < 1/100

Ban da, may day, ngira, phit mach, ting enzym gan. Tang kali huyét, dau co, dau khdp.

Hiém gdp, ADR < 1/1000

Ho, t6i loan hé hép, dau lung, rbi loan tidu hoa, mét moi, giam bach cau trung tinh

Théng bdo cho bdc s bit ky tdc dung khéng mong mubn nao gip phai trong qud trinh st
dung thude.

QUA LIEU

Lidu t6i 900 mg/ngay ding cho ngudi 1ém trong 8 tudn khong gy bat cir mdt ddu hiéu déc tinh
cép nao. Trong truong hop qué liéu, tridu chimg lam sang nhiéu kha ning xay ra 12 ha huyét ap
v nhip tim nhanh. Nhip chiam ciing ¢6 thé xay ra.

Chua ¢6 lidu phép diic hidu trong qua trinh diéu trj qua lidu irbesartan. Ngudi bénh cin duge theo
ddi nghiém ngat, diéu tri triéu chimg va trg luc. Mot s6 bién pl ;*Q/TZ'

va/hodic rira da day, dung than hoat tinh. Khéng thé loai bo irhes;%l h?mg céach loc mau.

hé ap dung nhu giy nén,

HAN DUNG

2 néim ké tir ngdy san xuat L PR
; . AR ARMA

BAO QUAN A dicas, S.A.

Noi khé mat, dudi 30°C, tranh 4nh séng j“de- 2

TIEU CHUAN: ?A

Nha san xuat

DANG PONG GOI

Hop 4 vi x 7 vién nén bao phim TUQ. CUC TRUONG

P. TRl)(J\(r PHONG

NHA SAN XUAT N guyén Huy Hing
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