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irbesartan STADA
THANH PHAN

Mdi vién nén bao phim irbesartan STADA 150 mg chia

I0B@SARAN. . oo v 150 mg

Mdi wén nén bao phim Irbesartan STADA 306 mg chiia

IPDESAIER v R .300mg

(T4 duge: Lactose monohydrat, migrocrystallin celluiose, croscarmellose natri, hypromefiose,
magnesi stearat, colloidal silica khan, opadry tring).

mo TA
Irpesartan STADA 750 mg: Vign ndn hinh oval, bao phim mau trdng, hai mat khum, mét mat
khdc chi "STADA", mt mat tran.

Irbesartan STADA 300 mg: Vidn nén hinh oval, bao phim méu trdng, hai mat khum, mit mat
khdc chii "STADA", mdt mat khdc vach.

DUGC LYC HOC

- Irbesartan [& mdt thufc diing dubng vfng cé tac dung dél khang chon loc trén thy thé

angictensin |l (logi AT,).
Caché tic ddng: ngdn chin tt cd nhiing tc dung clia angictansin 1 qua trung gian thy th AT,
kirang k€ dén ngudn gdc hoc con duling tang hp cia angictensin 11, Téc dung ddi khang chon
Ioc trén thy the AT, din d&n Eng renin huyét tuang va giam nding dd aldostercn huyét thanh.
Ndng do kali trong huyét thanh khong bi dnh huing ddng ké khi dilng Irbesartan dan dac & lidu
khuyén cdo. Irbesartan khdng dc ché men chuyn (kininasa 11}, mot loai men tac ra angiotensin
11 vé thodi gidng bradykinin thanh chat chuyén hoa dang bét heat. Irbesartan khdng cin phii
chuygn thanh chat chuyn hda dd od tic ddng nay.

DUGIC BONG HQC
Irbesartan ducc hdp thu nhanh chdng qua dudng tigu hoa vdi sinh kna dung duting udng til 60-
80%. Ndng do dinh trong huyt tuong cla Irbesartan dat dugc tir 1,5 ddn 2 gits sau khi udng.
Khodng 96% Irbesartan lign két vai protein huydt tuong. Thudc duge chuyén héa qua gan, chil
y&u bl cytochrom P450 isoenzym CYP2CS thinh chdt chuyén hda kndng c6 hoat tinh. Thusc
dugie dao thdi dudi dang kndng ddi va dang chuyén héa trong mAt va trong nudc iy, Thai gian
bdn thai cudli ciing 14 khodng 11-15 gib.

CHI BINH

-~ Bé@nh tdng huyét dp: Itbesartan dudc st dung don dBc hay k&t hoo véi cdc nhom didu tri ting
huyét 4p khdc trong didu tri tang huyét 4p. Cdc thudc ddi khang thu thé angiotensin Il nhy
Irbesartan dugc xem 12 mdt trong nhiing thudc tri tng huy#t dp dudc ua chudng df didu tri khdi
ddu bénh ting huydtdp & bénh nhdn bi suy thdn man tinh, tidu duiing va/modc suy tim.

- Bgnh thin do ddi thdo durirng: Irbesartan dugc ding ¢& didu tri banh thdn do ddi thio duting
bigu hién bng sy tAng creatinin huy&t thanh va protein midu (sy bai tigt protein trong nudc tidu
vugt qud 300 mg/ngdy) 8 bdnh nhin bj tidu dubing typ 2 va ting huyst 4p

LIEU LUGNG VA CACH DUNG
Irbesartan STADA dupc st dung bing duting uting va khdng phy thudc véo bia in.

- Bénh ting huyét dp
Naudi Idn: Liéu khdi ddu thong thubing cda Irbesartan & nguii 1an 14 150 mg « 1 |&ningay cho
bénh nhdn khong bj suy gidm the tich ndi mach. N&u ditng lidu khdi d4u ma huyét dp vn khang
thé ha nhu mong mudn, cd thé tng ligu d&n 300 mg x 1 len/gdy hodc cé thé ding thém thudc
Ioi tidu. Irbesartan cling cd the ding ket hop véi cdc thudc didu trf ting huy8t &p knac.

Khdi du didu tri vdi lidu thap 75 mg mdi ngay ddi véi nguti trén 75 tudi, bénh nhdn bi suy gidm
thé tich ndi mach v nhing b&nh nhén dang thim phan méu.

- Bénhthin do ddi thdo dving

Trong digu tri b&nh than § nhing b&nh nhdn ddi théo duing tip 2 cd tang huyétdp, nén khéi ddu

véiliéu Irbesartan 75 mg x 1 Idningay, ting dén liéu 300 mg x 1 in/ngay nhu 1 fidu duy trl,

Bénh nhdn suy thin, suy gan

Khang cdn diéu chinh liéud bénh nhdn suy than, suy gan.

- Tréem
Lidu khdi ddu théing thubing cla Irbesartan tré em 6 - 12 tudi hodc thanh thigu nign 13 - 16 wdi
bi tang huyét p 1dn lugt 1 75 m hodc 150 mg x 1 n/ngdy. NEu ddp ing ciia huyst 4p khdng
il i liéu khdi ddu, c6 thil tang liéu I3 lupt dén 150 mg hodc 300 mg x 1 Idningay cho tré em
hedc thanh thidu nidn; khdng nén ding lifu cac hon.

CHONG CHI DINH

- Qud mén vdi irbesartan hodc vdi bat ky thinh phdn o clia thudc.

- Phy ni ¢o thai.

- Phy nit dang cha can b,

THAN TRONG

- Vige bdt édu didu tri bing thudc tri ting huyét 4p cd thd gdy ha huydt 4p trigu ching & banh nhan

bi suy gidm the tich ndi mach hodc gidm natri, vi du bénh nhdn cing lidu phdp lei tifu manh

nogc bi thim phan. Sy suv gidm thé tich dich nay cdn dudc disu chinh trude khi din

hodc dlng lidu khéi ddu thdp han

Nai chung, 8 nhiing bénh nhdn cd trudng lyc mach mdu vi chic nang than phu thude chi yéu
vio hoat ddng clia he thdng renin-angiotensin-aldostaron (vi dy nhu suy tim sung huy$t néng
hode bénh than, bao gdm cd hep ddng mach than), digu tri véi thude dc ché men chuyén hodc
thuéic adi khing thy thé angiotensin 11 & nhing thudc ¢d dnh huéing din ha théng ndy cd the gay
ha huy4t 4p cfp tinh, ting uré huyst, thidu nidu, hodc hiém gdp hon ¢d suy thén cdd. Cling nhu
tit od cde thudc ha huyét dp khdc. ha huy€t 4p qud midc & nhiing bdnh nhan banh tim thiu may
cuc b3 ¢d th din d&n nhdi mdu co tim hodc ddt quy

TUONG TAC THUGC
Thudic o 18y vd cdc thudc try t3ng huyét 4p khdc: o6 th 1Am tang tic ddng ha huydt dp clia
Irbesartan

- Cde thude bd sung kali va I tidu HET igm kali: co thd ddn dén ting ndng a4 kali huy8t thanh,

- Lithi:cdn theo dBi cdn than ndng 6 lithi huyst thanh ndl syt phdfi hop nay A cdn thigt.

- Thudc khang vidm khdng steroid: gidm tc dung tri ting huydt ap.

- Khdng nhan thdy cd tuong tae dute ddng (hodc duyc luc) ddng k& ndo trong cac nghién ciu vé
tugng tdc voi hydroclorothiazid, digoxin, warfarin va nifedipin. Dua trén cdc di lidu in v,
khdng c6 khd nidng xdy ra tuong tdc voi cdc thube mi sy chuyén héa clia ching phy thudc vao
cytochrom P450 isoenzym 1A1, 1A2, 2A6, 286, 208, 2E1 hadc 344,

PHU NUCO THAI VA CHO CON BU

-. Phuni od thai: Cde thude tdc ddng tryc 58P 16n ha renin - angiotensin od thé gdy bénh ttva iy
vang cho baa thai va tré so sinh khi ding trong quy thi 2 va thir 3 clia thai ki Nén ngung ding
Irbesartan cing sém cing 15t khi duge chdn dodn 1 o thai.

- Phy ni cho con b: Chua bigt Irbesartan oo dugc tist vio sUa me hay khdng. Do nguy cd xdy ra
tde dung phy trén trd bl me, nén ngung cho b hode ngung thue

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY mAC
Chua cé nghién clu ndo vé tic dong clia thudc khi 1i xe va vn hanh may mde dugc thye hidn
Dua trén cdc dc tinh dugc fye hoe, Irbesartan duge xem nhy khdng dnh hubing dén khd ning
ny. Khi ldi xe va van hanh mdy méc, cdn lau ¥ 1 chodng ving hodc mat méi cd thé xdy ra trang
qud trinh didutri,

TAC DUNG PHY

- (Cdetde dung phu duge bdo cdo cda Irbesartan thuling nhe va thodng qua, bao gfm chodng ving,
dau ddu va ha huydt dp the diing phu thude i€u. Ha huyét dp co thd xdy ra ddc bidt 3 bdnh nhin
bi suy gidm thé tich ndi mach (vi du bénh ihdn ding thudc Ioi tid lidy cag). Suy gidm chilc ndng
thin, va hi€m g3p co phdt ban, ndi mé day, ngia, phil mach va tang men gan c6 thi xdy ra
Tang kali huyét, dau cava dau khdp da dugc bdo cdo.

- Cdc tdc dung phu khdc dd dudc bdo cdo ddi véi cac thudc ddl khdng thu thé angiotensin || gém
réil loan hé hdp, dau lung, rii loan tidu hoa, mdt mdi va gidm bach cdu trung tinh. Ly gidi cavin
higm khi xdy ra.

QUA LIEU
Hign chua co ¢l lidu nao vé qud lidu & ngudi. Tuy nhign, (ifu hing ngay 900 mg trong 8 udn d3
duge dung nap tt. Khi cud liu, cic tridu ching nhidu khd ndng xdy ra nhdt id ha huydt dpva
nhip tim nhanh: nhip tim chdm ciing cd thé xdy ra. Chua ¢4 ligu phdp d3c hidu trong didu trj qud
ligu irbesartan. Bénh nhdn nén dugc theo 43 vA nén didu tri tridu ching va didu tri hd frp,
Irbesartan khéing thé bj loai trif béng tham phin mdu.

BAD QUAN
Trong bao bi kin, nai khd, nhidt g khang qud 30°C.

HAN DUNG
36 thang ké tif ngay san xust.

BONG 601
Y14 vign. Hap 21,

TIEU CHUAN AP DUNG: Tidu chusn nha san xuft.

THUGC NAY CHI DUNG THED BON CUA BAC ST
D& xa 13m lay tré am

Khdng ding thudc qua thai han s& dung
Bgs ky hudng ddn sd dung trude khi ding

Nl cén thém thing tin, xin hdl § kién bdc s A &

Théng bdo cho bdc s nhilng tdc dyng kbéng mong mudn pdp phai khi si dyn, *E_mé’
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