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1. Thanh phan hoat chat:
Irbesartan.............cooeiiiiiiiiininnnn 150mg

2. Thudc nay la thude gi
Chat d6i khang thy thé angiotensin II.
3.  Chi dinh diéu tri:
Tang huyét 4p nguyén phat,
Diéu tri bénh than dai thio duong & nguoi 16n bi ting huyét ap va dai thao
duong typ 2 nhu 13 mot phan cua liéu phap diéu tri ting huyét 4p.
4. Liéu ding va cach dung:
-Céach dung: duong udng.
-Liéu ding:
Tang huyét ap: Liéu khoi dau 1a 150 mg, ngay 1 1an. Néu can, c6 thé ting 1én
300 mg, ngay 1 1an. V&i nguoi cao tudi (trén 75 tudi), bénh nhan c6 giam thé
tich mau hodc bénh nhan dang chay than nhan tao, c6 thé can nhéc dung lidu
khai dau 1a 75 mg, ngay 1 lan. Diéu tri bénh than & bénh nhan dai thao duodng
typ 2 ¢6 ting huyét Lidu ban dau nén ding 1a 150 mg, ngay 1 lan. Co thé tang
1én 300 mg, ngay 1 lan dé duy tri.
Nguoi suy than: Khong can chinh liéu. Liéu khdi dau 75 mg duoc khuyén cao
cho bénh nhan chay than nhan tao.
Nguoi suy gan: Khong can chinh lidu trén bénh nhin suy gan mic d6 nhe dén

vua.



Nguoi gia: Khong can chinh liéu trén nguoi gia. Co thé xem xét lidu khoi dau
75 mg véi bénh nhan trén 75 tudi.
Tré em: Tinh an toan va hiéu qua khi dung irbesartan cho tré em 0 - 18 tudi
chua 0.
Chong chi dinh:
Qua man véi irbesartan.
Phu nit mang thai 3 thang giita va 3 thang cudi.
Phéi hop véi san pham chua aliskiren trén bénh nhan déi thio duong hodc
suy than (GFR < 60 ml/phut/1,73 m2).
Tac dung khong mong mudn
Thuong gap
Than kinh: chong mat, chong mat khi thay doi tu thé.
Mach: ha huyét ap tu thé.
Tiéu héa: nén/budn non
Co xuong: dau co xuong.
Toan than: mét moéi.
Twong tac thude
Cac thudc 1oi tiéu va cac thude chdng ting huyét ap khac: Cac thude chdng
tang huyét ap khac c6 thé lam ting tac dung ha huyét ap cua irbesartan. Tuy
nhién, irbesartan dugc chimg minh an toan khi phdi hop véi thubc chéng
tang huyét ap khac nhu véi cac thudc chen beta, cac thude chen calci 6 tac
dung kéo dai hodc cac thudc loi tiéu thiazid. Piéu tri trudc bang thude loi
tiéu lidu cao c6 thé gy giam thé tich mau va nguy co tut huyét ap khi bat
dau diéu trj bang irbesartan.
San pham chua aliskiren va thudc @c ché men chuyén: Cac dir liéu thir
nghiém 1am sang cho thdy khi phéi hop cac chat Grc ché men chuyén voi
thudc trc ché thy thé angiotensin II hodc aliskiren 1am ting tan sudt gip cac
ADR nhu tyut huyét 4p, ting kali huyét va suy giam chirc ning thin (bao
gdm suy than cip) so voi chi dung cac nhom thude nay don doc.
Ché pham chira kali hodc thudc loi tiéu gitr kali: C6 thé gay tang kali huyét.
Lithi: Tang khong hdi phuc ndng do lithi trong mau va tang doc tinh cua
lithi d3 dugc bao cdo khi phdi hop véi cac thude e ché enzym chuyén. Cac
tac dung tuong tu cling di ting xay ra voi irbesartan, tuy rat hiém gap, vi
vay nén tranh phdi hop nay. Néu can phdi hop, phai theo ddi chit ché nong
do lithi huyét.



NSAID: Khi cac chat doi khang thy thé angiotensin II dugc dung dong thoi
v6i NSAID (vi du cac chat @e ché chon loc COX-2, Acid Acetylsalicylic (>
3 g/ngdy) va cac thubc NSAID khong chon loc), tac dung chdng ting huyét
ap cua irbesartan co thé bi giam. Ciing nhu vdi cac thudc e ché men
chuyén, viéc dung dong thoi cac thude ddi khang thy thé angiotensin II va
cac NSAID lam ting nguy co t6n thwong chirc ning thin, c6 thé din dén
suy than cép va tang kali huyét, dac biét trén bénh nhan da c6 suy chiic nang
than tur trudc. Viéc phéi hop phai than trong, ddc bi¢t 1a & nguoi cao tudi.
Nguoi bénh phai duoc ubng nude day di va theo ddi chice niang than sau khi
bat dau phdi hop va dinh ky sau do.
Céc tuong tac khéc: Trong cac nghién cuu lam sang, dugc dong hoc cua
irbesartan khong bi bién do6i khi ding dong thoi véi hydroclorothiazid.
Irbesartan dugc chuyén héa cha yéu béi CYP2C9 va mot phan it hon boi
qua trinh lién hop glucuronic. Khong thdy c6 twong tac dugc dong hoc va
duoc luc hoc déang ké khi irbesartan duoc dung dff)ng thoi véi warfarin 1a
thudc chuyén hoa qua CYP2C9. Téac dung cia cac chat cam tmg CYP2C9
(nhu Rifampicin) dbi v6i duoc dong hoc cia irbesartan chwa dugc danh gia.
Duoc dong hoc cua Digoxin khong bj thay d6i khi uéng cung irbesartan.
Duwgc dong hoc:

-Hap thu

Irbesartan hap thu nhanh qua duwong uéng véi Sinh kha dung tir 60 - 80%.

Cmax dat khoang 1 - 2 gid sau mot lidu uéng Nong do thude trong mau dat

trang thai cAn bang 6n dinh sau 3 ngay udng thudc. Thirc dn khong 1am thay do6i

nhiéu dén sinh kha dyung cta thudc.

-Phén bd

Thudc lién két v6i khoang 96% protein huyét twong Vd 1a 53 - 93 lit. Nghién

ctru trén dong vat cho thiy thudc it qua hang rio mau - ndo va nhau thai, tim

thiy irbesartan trong sita me khi nghién ctru trén chudt céng.

-Chuyén hoa

Sau khi uéng hodc tiém tinh mach irbesartan 14C, 80 - 85% thudc ton tai trong

vong tuan hoan dudi dang khong doi. Thude chuyén hoéa & gan nhd qué trinh

lién hop glucuronic va oxy hoéa. Qua trinh oxy hoa chu yéu qua xuc tic cua

isoenzym CYP2C9 cia cytochrom P450. Chat chuyén hoa chinh cia thudc

irbesartan glucuronid (xap xi 6%).

-Thai tru



9.

Thudc va cc san pham chuyén hoa duoc dao thai qua mat va nudc tiéu. Sau khi
ubng hodc tiém tinh mach irbesartan thay khoang 20% luong thudc thai trir qua
nudc tiéu, phan con lai 14C khoang 80"%) qua phan. Mot luong nhé dudi 2%
ctia lidu diéu tri duoc dao thai qua nudc tiéu dudi dang khong bién doi. Nira doi
thai trir ctia thude 1a 11 - 15 gio.

-Dugc dong hoc ¢ doi tuong dac bigt

Suy than Dugc dong hoc cua irbesartan khong thay doi dang ké & bénh nhan
suy than hodc nguodi dang loc than nhan tao, Irbesartan khong dugc dao thai boi
loc mau,

Suy gan: Dugc dong hoc cia irbesartan khong thay doi dang ké & nguoi suy
gan nhe va vira. Chua c6 dir liéu ¢ nguoi suy gan nang.

Nguoi gia: Nira doi thai trir cia irbesartan khong thay doi dang ké & nguoi gia,
nhitng AUC va Cmax tang cao hon 20 - 50% so v&i & nguoi tré.

Chung toc: O nguoi da den, gia tri AUC tang 1én khoang 25% so v6i nguoi da
trang, khong c6 sy khac biét Cmax

Gioi tinh: Khong khéc biét vé nira doi hodc tich lily, nhung ndng d6 irbesartan

tang 1€n & nir gio1 (11 - 44%).

Tai liéu tham khao:
T& huéng dan st dung thude
Duoc Thu Qudc Gia Viét Nam
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