AM-ISARTAN

- D&xatdm taytréem
' Poc k hudng din sif dung trudc khi diing
Thubc nay chi dung theo don thudc
Thanh phén céng thuc thu6c:

- Thanh phén dugc chét:

Irbesartan 150mg

- Thanh phén ta dugc: Microcrystallin cellulose 101, PVP|
' K30, Natri starch glycolat, Emdex, Aerosil, Magnesi stearat vifa |
- dd1vién.
' Dang bao ché: Vién nén mau tréng, hinh tron, mét mét tran, mét
' métcé khac chit MEYER.
' Chidinh:

i

- Tang huyét ap dong mach vd can, dac biét cho nhUng

| trudng hgp ding thuéc dc ché enzym chuyén bj ho va dé gxam

| nguy cd bi ddt quy & ngudi b phi dai that trai.
' -Bénhthan do d4ith4o dudng typ 2 c6 tang huyét ap.
Céchdung, liéudung:
Liéu lugng cla irbesartan phai dugc diéu chinh cho tling
' bénhnhan can cu vao dép Unglém sang. ,
- Ngu6i I6n: Liéu khdi dau va duy tri thong thudng hang ngay

la 150 mg/lAn/ngay, c6 thé udng trong, trudc hoic sau blfa &n.| |

Néu lidu 150 mg/ldn/ngay khdng di dé kiém soat huyét &p thi co
- thé tang liéu 1&n 300mg/ngay hoic ding thém mot thubc chéng
tang huyét ap khac. Vi dy néu két hop irbesartan véi mét thuoe

lgi tiéu nhu hydroclorothiazid sé thu duge mot tac dung ha huyét ’ ‘ .
.| sita me hay khong. Do nguy cd xay ra tac dung phu trén tré bu

| apconghgp.
- Vi nguoi gia trén 75 tudi: liéu 75 mg/ 14n/ngay.
- Suy than: Khong c4n diéu chinh liéu & nhiing ngudi bénh suy
than, V6i nhiing ngudi bénh phai loc méu liéu khdi du la 75mg/ngay.
- Trong diéu tri bénh than & nhiing bénh nhén dai thdo |

duong tugp 2 c6 tang huyét &p, nén khdi dau véi liéu 150 mgx 1, |

[An/ngay, tAng dén liéu 300 mgx 1 1an/ngay nhu & liéu duy tri.
- GiAm thé tich mau: Khi bi giém thé tich mau ho&c mét nudc
va mubi thi c4n khéc phuyc nhiing hién tugng nay trudc khi dung |

irbesartan.
- Suy gan: Khéng cén diéu chinh liéu véi cac bénh nhan c6 |

suy gan nhe hoéc via. Chua c6 kinh nghiém 1am sang véi suy|

‘ gannang.
| -Tréem: Irbesartan chua xac dinh dugc vé tinh an toan va

| | hiéuquétréntré em.
' | Chéng chidinh:

- Quéa mn vdi irbesartan hoéc bat ky thanh phén nao cla
' thudc.

- Phy ni c6 thai ¢ giai doan 2,3 clia thai ky hoac dang cho
conbd.

- Phdi hgp véi cac thude chifa aliskiren & bénh nhan dai théo
duting hodc bénh nhan suy than c6 muc loc cau than < 60
ml/phut/1 73m’.
| Canhbéova than trong khi dung thuéc:

- Giam thé tich mau: & nhiing bénh nhan bi gidm thé tich
mau nhu mat mudi va nudc do ding nhém Igi tiéu manh, tidu
chay hoac non kéo dai. Cén thiét phai diéu tri gidm thé tich mau
| trudc khicho ding irbesartan.
| -Duing than trong cho ngudi bénh cé trudng Iyc thanh mach |
va chic nang than phu thudc chl yéu vao hoat dong clia hé
| renin- angiotensin-aldosteron (thi du nguai bénh bj suy tim sung
. huyet nang hoac bi mét bénh than nang nhu hep dong mach
than hai bén): Nguy co ha huy&t 4p manh, dot ngét dé gay nhoi
mau cd tim ho&c tai bién mach mau nao.

Strdung thuée cho phu ni cd thaiva cho con bu:

- Phu nif ¢6 thai: Cac thudc tac dong truc tiép 1&n hé renin -

' angiotensin c6 thé gay bénh tatva tlf vong cho bao thai va tré so

' sinh khi dung trong giai doan thi 2 va giai doan th 3 cla thai ky.
Nén ngung dung Irbesartan cang sém cang t6t khi dugc chan
doanlacothai.

- Phu nii cho con bu: Chua biét Irbesartan ¢c6 dugc tiét vao

' me, nén ngung cho bt ho&c ngung thudc.

| Anthdngcua thuéc Ién kha ndng l4i xe, vin hanh mdy moc:

1 Ngudi Iai xe hay van hanh may moc can than trong khi st

" dung thudc vi thude c6 thé gay chéng mét, hoa mét, dau dau.

' Tuong téc, tuong ky cla thudc:

| - Céc thuc chdng tang huyét ap khac c6 thé lam téng tac

| ' dung ha huyét ap clia irbesartan. Mac du vay irbesartan véan ¢6
' thé két hop dugc v6i cac thuc chong tang huyét &p khéc nhu

\ c4c thudc chen beta, chen calci hodc cac thudc Igi ti€u nhom
' thiazid. Mot diéu trj trudc bang thudc Igi tidu & lidu cao ¢6 thé tao

' ra hién tugng gidm thé tich mau va nguy co tut huyét &p khi
dung irbesartan.



" | tiéu liéu cao). Suy than va giam huyét ap nang khi cé hep dong

Dung déng thdu lrbesartan véi céc thuoc loi tidu glu kali

' hodc b6 sung kali ¢6 thé 1am téing ndng do Kali huyét.
- Vi lithi: Do nguy ¢ tang ndng do lithi huyét thanh, phai |

'I theo ddi chat ché ndng dé lithi huyét thanh.
[ el thudc chita aliskiren hogc e ché men chuyén: St dung
| ket hgp dong thdi vdi cac thudc te ché men chuyén, thudc tc
' ché receptor angiotensin |1 hozc aliskiren lam gia tang nguy co
' gay ra cac téc dung phu nhu tyt huyét &p, tang kali mau va suy
gidm chiic nangthan.
l - V6i céc thudce khang viém non-steroid (NSAID): Téc dung
] diéu tri tang huyét &p clia irbesartan c6 thé bi gim di bdi cac
' thudc khang viém non-steroid.
' Tac dung khong mong muén cua thuéc:
Tac dung phy thudng nhe va thoang qua.
*Thudng gap, 1/100< ADR < 1/10:
" Chéngmét, nhic dduva ha huy&t ap thé diing lién quan dén
liu dung. Tut huyét &p cé thé xay ra, d4c biét & bénh nhan b
| gidm thé tich mau (vi du nhitng bénh nhan dang dung thuéc loi

machthan2bén.
* ftgdp, 1/1000 < ADR < 1/100:
Ban da, mé day, ngua, phii mach, tdng enzym gan. Tang
( kali huyét, dau co, dau khdp.
| *Hiém gap, 1/10.000 < ADR < 1/1000:
Ho, rdi loan ho hap, dau lung, rdi loan tiéu héa, mét mdi,
glam bach cautrungtinh.

" Théng béo ngay cho béc si hogc dudc s nhiing phén ting cd
;‘ hai gap phai khi st dung thude
| Qué liéu va céchxdtri:
' - Triéu ching: Liéu t6i 900 mg/ngay ding cho ngudi 6n
trong 8 tuén khong géy bt ct mot ddu hiéu doc tinh cdp no.
 Trong truéng hop qué liéu, triéu chiing lam sang nhiéu kha néng
' xay ra |a ha huyét ap va nhip tim nhanh. Nhip cham ciing ¢6 thé
' xayra.
- XU tri: Chua c6 lisu phap dac hiu trong diéu tri qué liéu
irbesartan. Bénh nhan cén dugc theo doi nghiém ngat, diéu tri
triéu chiing va trg Iuc. Mt s6 bién phap c6 thé dp dung nhu gay
nén vashodc rifa da day, ding than hoat tinh. Khdng thé loai bd
irbesartan bang cach loc mau.

Pac tinh dugc luc hoc:

[
[

| MEYER-BPC

Irbesartan la mot dén chal tetrazoi mot chat phong bé thu

| thé typ | cla angiotensin II (AT,). Irbesartan Uc ché tac dung

sinh ly clia angiotensin II, k& ¢4 tac dung tiét aldosteron va co
mach, do (c ché chon loc thy thé AT1 clia angiotensin Il & nhiéu
md, bao gom catuyénthugngthanva cdtronthanh mach.

Thudc lam ha huyét 4p nhung tan s tim thay ddi rt ft. Tac
dung ha huyét ap phy thudc vao liéu va cé khuynh hudng khéng
ha thém khi ung mdt liéu cao hon 300mg/1 1an mdingay. Huyét
ap ha toi da trong khoang 3-6 gid sau khi udng. Tac dung chdng
tang huyét dp duy tri it nhat 24 gio. Hiéu qué chéng tang huyét
&p biéu hién trong vong 1-2 tudn, hiéu qua t5i da dat dudc trong
vong 4-6 tuéin ké tif khi bét ddu diéu tri va duy tri khi diéu tri lau
dai. Néu ngiing diéu tri, huyét ap lai dan dén trd lai tri s6 ban dau,
nhung khong co hién tuong bénh ndng dot ngdt khi ngling
thudc.

Déc tinh dugc dong hoc:

Irbesartan hap thu nhanh qua éng tiéu héa vdi sinh kha
dung tl 60-80%. Thuic &n khong lam thay ddi nhiéu tinh sinh kha
dung cla thudc. o) ngudi gia, dugc dong hoc ¢é sy thay ddi: AUC
va Cmax tang dang ké. Nong do dinh trong huyét tusng dat dugc
khoang 1-2 gio sau mot liéu udng. Irbesartan lién két 96% véi
protein huyét tudng. Nong dg thuc trong méau dat dén trang thai
can bang 6n dinh sau 3 ngay udng thudc. Thé tich phan bd 12 53
- 83 Ift. Thudc c6 tich Iy, chuyén hoa mét phén & gan, chli yéu
qua cytochrome P450 2C9 dé tao thanh céc san pham khang co
hoat tinh. Irbesartan va cac chat chuyén hoa dugc thai trl qua
mat va nudc tiéu. Thoi gian bén thai 1a 11 - 15 gio. Chay than
nhan tao khdng loai bo dudc thudc.

Quicachddng goi:

-Hop 03 vix 10 vién nén phan tan trong nudc.

-Hop 10 vix 10 vién nén phan tén trong nudc.

Diéu kién bdo quan cta thudc: BAo quan thudc nai khd, nhiét
do khong qua 30°C, tranh anh sang.

Han diing cta thudc: 36 thang k& tif ngay san xuat.

Tiéu chuén chat lugng cta thuc: TCCS

| Tén, diachi cua co'sd san xuat thudc:
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