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Irbesartan STADA 150 my

(Lactose monohydrat, microcrystallin cellulose, tinh bt ti#n gelatin hda, croscarmellose
natri, poloxamer 407, magnesi stearat, colloidal silicon dioxyd).

M0 TA

Vign nén hinh bdu dyc, mau trdng, hai m3t 18i, mot mat khdc chid "STADA", mit mat tron.

DUGC LIfC HOC
_ Irbesartan 13 mot thudc ding dudng wdng c6 tic dyng ddi khdng chon loc trén thy thé

angiotensin Il (loai AT,).

Co ché tic dOng: ngan chan t4t ¢ nhilng tdc dyng ciia angiotensin I qua trung gian thy thé
AT, khdng k€ d€n ngudn g8c hodc con duing tdng hgp clia angiotensin |i. T4c dyng dbi
khdng chon lgc trén thy thé AT, dn dén tang renin huy&t tuang va gidm ndng ) aldosteron
huy&t thanh. Néng d¢ kali trong huy&t thanh khdng bj dnh hudng ddng k& khi ding Irbesartan
don ddc & liéu khuy8n cdo. Irbesartan khéng dc ché men chuyfn (kininase I1), mot loai men
tao ra angiotensin Il v thodi gidng bradykinin thanh ch#t chuyfin héa dang bat hoat.
Irbesartan khoing cAn phii chuy8n thanh chat chuyn hoa dé cf tac dgng ndy.

DUGC BONG HOC

Irbesartan dugc hdp thu nhanh chdng qua duding tibu héa vai sinh khd dung duding ulng tor
60-80%. Néng d dinh trong huy&t tuong cba Irbesartan dat dugc ti 1.5 dén 2 gid sau khi
uling. Khodng 96% Irbesartan lién ket vGi protein huy€t tong. Thude duge chuyén héa qua
gan, chd y8u bdi cytochrom P4S0 isoenzym CYP2CS thanh chit chuyén héa khoing cb hoat
tinh. ThuSc dugc do thii dubii dang khdng ddi v dang chuy8n héa trong mat va trong nudc
tifu. Thisi gian ban thai cudi ciing 1 khodng 11-15 gid.

CHi BINH
_ Binh ting huyd? 4p: Iroesartan dugc s dung don ddc hay két hop véi cac nhém diéu tri tang

huygt 4p khdc trong didu trj tang huydt ap. C4c thudc ddi khang thy thé angiotensin Il nhu
Irbesartan duge xem 12 mOt trong nhiing thudc tri tang huyét dp duge ua chudng dd didu tri
khdi ¢4u b&nh t3ng huy&t 4p 3 bénh nhan bj suy thgn man tinh, tifu dubing va/Modc suy tim.

— Bf#nh thin do d41 thdo dudng: Irbesartan duge ding @8 diéu tr bénh thin do d4i thio dudng

bidu hign bing sy tang creatinin huy8t thanh vA protein nigu (sy bai i€t protein trong nudc
i vugt qud 300 mg/ngay) & b&nh nhan bj tidu dudng typ 2 va ting huy&t dp.

LIEU LUJNG VA CACH DUNG

Irbesartan STADA dugc sif dung bing dudng uling va khong phy thudc vao bia 4n.

Binh ting huydi 4p

Ngudi 1én: Lifu khdi ddu thdng thudng cla Irbesartan & ngudi dn i 150 mg x 1 Hn/ngay cho
bénh nh&n khong bi suy gidm thé tich ndi mach. Nu ding 1iéu khdi ddu ma huyét &p vin

N6l chung, anhﬁ‘nuhenhrmannbim:mlucmachmammﬂ:rﬂwm@nmmmﬁyﬁu
vao hoat ddng cla hé thdng renin-angiotensin-aldosteron (vi dy nhu suy tim sung huyEt n3ng
hojc bénh thin, bao gém c3 hep ddng mach thin), diéu trj vdi thulc dc ché men chuyén
ho3c thuSc d6i khdng thy thé angiotensin Il 1 nhng thulc c6 inh hulng d&n hé thing nay

THANH PHAN ¢6 thé gay ha huyBt 4p c4p tinh, tang urb huy&t, thidu niéu, hodc hism gap han cb suy thin
M3 vién nén chia: c4p. Cling nhu t4t ¢ cAc thudc ha huydt 4p khac, ha huy&t 4p qué mdc & nhitng bénh nhan
Irbesart 150 mg banh tim hiflu méu cyc b c6 th din a8 nhéi mdu cotim hodc A0t quy.

Ta dUE VI B0 o 1vign TUONG TAC THUGC

Thudc lor tifu vé céc thude trf tng huy8t 4p khdc: c6 th 1am ting tic ddng ha huy&t dp cila
Irbesartan.

Céc thud b6 sung kali va Igi i tigt kidm kahi: o6 thé dfn dén tang néng A kali huy#t thanh.
Lithi- ¢An theo d5i cAn than ndng d¢ lithi huy&'t thanh nifu sy phdi hop ndy 1 cdn thiét.

Thudc khdng viém khdng steroid: gidm tac dung tritang huyst dp.

Khong nhin thiy o6 tuong tc dugc ddng (hodc dudc lyc) dang ké ndo trong céc nghién ciiu
vé tuon téc vdi hydroclorothiazid, digoxin, warfarin va nifedipin. Dya trén cic di ligu in vitro,
khong c6 kha ndng xdy ra tuong tc vi cAc thubc ma sy chuyéin héa ciia ching phy thude vao
cytochrom P450 isoenzym 1A1, 1A2, 246, 2B6, 2D6, 2E1 hodc 3A4.

PHY NO ¢4 THAI VA CHO CON B0

A

Phy n cf thai: Cac thubc tac dong tryc ti&p 18n hé renin - angiotensin cb thé gay bénh tat va
{1 vong cho bdo thai va trd so sinh kni dung trong quy thir 2 va thi 3 clia thai ky. Nén ngung
diing Irbesartan cang sém cang t6t khi dugc chdn dodn 13 c6 thai.
Phy nil cho con bu: Chuta bidlt Irbesartan c6 dugc 1ift vdo sa me hay khang. Do nguy co xdy
ra tc dyng phy trén trd bii mg, nén ngung cho b hodc ngung thudc

NH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua cb nghién clu ndo vé tac ddng cla thudc khi ldi xe v vdn hanh méy mdc duge thyc
hién. Dya trén cic d3c tnh dugc e hoc, Irbesartan dugc xem nhu khong dnh hudng dén khd
nang ndy. Khi 14i xe vd vdn hanh mdy méc, cAn Iy 14 chodng véng hodc mét mdi ¢d thé
&y ra trong qué trinh difu tri.

TAC DUNG PHY

C4c t4¢ dyng phy dugc bdo cdo ciia Irbesartan thudng nhe va thodng qua, bao gbm chodng
véng, dau du va ha huy8t 4p thé ding phy thudc liéu. Ha huy#t dp c6 thé xdy ra d3c biet &
banh nhan bj suy gidm thé tich ndi mach (vi dy b&nh nhin dung thudc Igi ti€u libu cao). Suy
gidm chic ndng thgn, va hifm gap ¢6 phét ban, ndi mé day, ngita, phil mach va tang men
gan cé thé xay ra. Tang kali huyét, dau cova dav khop di duge bao cdo.

Cac tic dung phy khdc d3 duge bdo cdo dbi voi cdc thulic adi khang thu thé angiotensin 1l
gbm t6i loan h hp, dau lung, r8i loan tidu héa, mét mdivi gidm bach cdutrung tinh. Ly gidi
cavan hifm khi xay ra.

Uk uéu

Hign chua c6 od libu ndo v8 qud liu & ngudi. Tuy nhign, li€u hang ngdy 900 mg trong 8 tudn
44 duc dung nap tt. Khi qué li4u, cdc tridu ching nhifu kha ndng xdy ra nhat 14 ha huydt ap
vé nhjp tim nhanh; nhip tim chdm ciing cd thé x3y ra. Chua c6 ligu phap d3c hidu trong didu
trj ud 1iéu irbesartan. B&nh nhan nén dugc theo di v& nén didu trj trigu ching va diéu tri h§

trg. Irbesartan khding thé bj logi tris bAng thim phan mau
BAO QUAN : Trong bao bl kin, ndi kho, nhigt 49 khdng qué 30°C.
HAM DUNG : 24 théng ké tif ngay sdn xufit.
PGNG GGI = V114 vién. Hop 2vi.
V1 10 vién. Hop 3 vi.
TIEU CHUKN AP DUNG: Tiéu chudn nha sin xuft

[
khong thé ha nhu mong mudn, ¢6 thé tang liéu d&n 300 mg x 1 n/ngay hodc c6 thé dung

| tham thudc Igi tiéu. Irbesartan cing c6 thé diing ket hop véi céc thubc difu tri tang huyt p
khdc.

‘ Khii d4u difu trj vdi lidu th&p 75 mg mBi ngdy d6i véi ngudi trén 75 tufi, b&nh nhan bi suy
gidm thé tich ndi mach va nnang bénh nhan dang thdm phan mdy.

|~ Bénh thgn do d4i thio duong

| Trong diu trj bénh than & nhing b&nh nhan di thao dudng typ 2 ¢d tang huy8t &p, nén khdi

EN DY

@4u v6i liu Irbesartan 150 mg x 1 IAn/ngdy, tang d&n liéu 300 mg x 1 An/ngay nhu 12 liéy THUOC NAY CHI DUNG THEO BON CUA BAC ST \ < e-‘@;.‘g?ﬁ"
duy trl. A -l'l'” s T
— B§nh nhdn suy thdn, suy pan OF xa 14m tay ird om X --JC‘ o
| oo ¢4n diéu chinh liu d bénh nhan suy than, suy gan. Khdng ding thudic qué thei han st dyng '
- Trdem Doc kf hudng din sif dyng Irude khi ddng

Lidu khisi d4u thang thudng clia Irbesartan & tré em 6 - 12 tudi hogc thanh thidu nign 13 - 16
tudi bj tAng huy8t 4p ¥n lugt 13 75 mg hodc 150 mg x 1 14n/ngay. NBu dip dng clia huydt &p
khong dil v6i liu khdi ddu, ¢6 thé tang lidu 14n lugt 6&n 150 mg hojc 300 mo x 1 Hn/ngdy
cho tré em hodc thanh thi€u nién; khdng nén ding liéu cao hon.
CHONG CHI BINH
— Cud min vdi irbesartan hogc voi b4t ky thanh phdn nao clia thudc.
~ Phy ni2 mang thai 3 thing gila va 3 thang cudi thai ky.
~ Phy nil dang cho con bi.
| THAN TRONG
| - Vigc bat d4u difu trj bAng thudc tri tAng huy&t 4p c6 thé gy ha huy8t dp trigu ching & banh
nhan b suy gidm thé tich ni mach hodc gidm natri, vi dy bénh nhan ding lidu phdp i tiu
manh hodc bi thdm phan. Sy suy gidm thé tich dich nay cdn dugc difu chinh trudc khi ding
Irbesartan hodc diing 1iéu khdi ddu thdp hon.

N&u cdn thém 1hdng tin, xin hdi § kidn bic sT
Thdng bdo cho bdc sT nhing téc dyng khing mong mudn gdp phdi khi st dyng thude

Ngdy duydt lai ndi dung toa: 28/03/2012
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