Rx Thudc ban theo don

IRBESARTAN 300

Vién nén bao phim
THANH PHAN: Cho 1 vién nén bao phim
Irbesartan ........cocniviniiniennnn.. 300 Mg
Ta dugc: Colloidal silica khan, Lactose monohydrat, Croscarmellose Natri, Starch 1500,
Poloxamer 188 (Lutrol F 68), Avicel 101, Povidone K 30, Magnesi stearat, Hydroxypropyl
methyl cellulose (Pharmacoat 615), Polyethylen Glycol 6000, Bét Talc, Titan dioxyd, Vang oxyd
séat, Tween 80 (Polysorbat 80).
CACPAC TINHDUQCLY:
DUQCLY VA COCHE TAC PONG:
- Irbesartan 12 mot dan chit tetrazol, mdt chat phong bé thy thé type | clia angiotensin Il (AT1).
Irbesartan tc ché tac dung sinh Iy clia angiotensin 11, k& ca tic dung tiét aldosteron va co mach,
do uc ché chon lpc thy thé AT1 clia angiotensin Il § nhiéu mé, bao gém ca tuyén thugng than va
cdtrdn thanh mach.
- Liéu théng thudng irbesartan c6 tac dung lam ha huyét p tudng tu nhu liéu thdng thudng clia
losartan, enalapril hodc atenolol. Khac véi losartan, irbesartan khéng phai [ mét tién chét va
tac dyng dugc Iy khéng phy thude vao sy thuy phan & gan. Irbesartan ciing khéng giéing céc
thudc Uc ché enzym chuyén ddi, irbesartan khdng tc ché enzym chuyén ddi angiotensin |
thanh angiotensin Il va nhu vay khéng Uc ché sy giang hoa bradykinin va céc kinin khéc, nén
khéng gay ho khan dai ddng, mét tac dung khdng mong mudn ph8 bién khi diing céc thudc tc
ché& enzym chuyén déi. Khi diing irbesartan vdi liéu duge khuyén céo, kali huyét khéng thay ddi
nhiéu trif khicé suy than va/hoéc suy tim.
- Thudc lam ha huyét 4p nhung tén sd tim thay d8i rat it. TAc dung ha huyét ap phu thudc vao
liéu va cé khuynh huéng khéng ha thém khi u8ng mét liu cao hon 300mg/1 1&n m&i ngay.
Huyé&t ap ha t8i da trong khodng 3-6 gid sau khi ung. T4c dyng chéng tang huy&t p duy tri it
nhat 24 gid. Hidu qua chdng tang huy&t ap bidu hién trong vong 1-2 tuén, hidu qué t&i da dat
dugc trong vong 4-6 tudn k& tif khi bAt d4u diéu trj va duy tri khi diéu tri 1au dai. Néu ngitng diéu
trl, huy&t &p lai ddn dén trd lai tri s6 ban ddu, nhung khong ¢6 hién tugng bénh ning dot ngdt khi
ngling thudc.
- Tac dung chdng tang huyét &p cla irbesartan va thudc Igi tiéu thiazid cd tinh chdtcdng hgp.
DUGC BONG HQC:
- Thudc hdp thu nhanh qua &ng tidu héa véi sinh kha dyng tif 60-80%. Thuc &n khéng lam thay
d8i nhiéu tinh sinh kha dung cla thudc.
- Thudc chuyén héa mét phédn & gan dé tao thanh cac san phdm khang cé hoat tinh. Néng do
dinh trong huy#t tuong dat dugc khodng 1-2 gid sau mét liéu uéng. Néng dé thudic trong mau
dat dén trang thai can béing 6n dinh sau 3 ngay udng thufc. Irbesartan lién két 96% vdi protein
huyé&t tuong. Thé tich phan bé ciia thudc vao khoang 53-93 Iit. Thubc thai tril qua mat va nudc
tiéu. Sau khi udng hoac tiém tinh mach, khodng 20% lugng thudc thai trif qua nudc tiéu & dang
chuyén héava dudi 2% & dang khéng chuyén héa. Nira d&iban thaila 11 -15 gid.
CHIBINH:
Irbesartan dugc chidinh cho didu tri:
- Tang huyét &p ddng mach vé can, dac biét cho nhiing trudng hgp dung thuéc c ché enzym
chuyén d8ibj ho va dé gidm nguy co bj ddtquy & ngudi bj phi dai that trai,
- Bénh thén do d4i thdo dudng type 2 c6 tang huyét 4p.
CHONG CHI BINH:
- Qué mén vdi céc thanh phén cia thudc.
- Phuy ni ¢6 thai hodc dang cho con bu,
THAN TRONG:
- Giam thé tich mau: O nhiing bénh nhan bj giam th8 tich m&u nhu m&t mudi va nuéce do dung
nhém Igi tiéu manh, tiéu chay hosic nén kéo dai. Cén thiét phai diéu trj gidm thé tich mau trudc
khicho ding irbesartan.
- Hep déng mach th&n: Vdi nhiing bénh nhan bj hep dgng mach thén khi dung irbesartan co
nguy cotyt huy&t 4p nang va suy gidm chirc nang than.
- Ghép than hodc suy than: C4n phai than trong vdi nhiing b&nh nhan nay. Kiém tra thuéing
xuyén ndng dé kali va creatinin huyétla can thigt.
- Kali huyét cao: C6 thé gap phai hién tugng tang kali huyét khi dung irbesartan dic biét1a &
nhiing bénh nhan cé chic nang tim, th&n kém. Vi nhitng bénh nhan nay nén thudng xuyén
kiém tra kali huyé&t. Tranh diing déng thdi irbesartan vdi thudc Igi tiéu giir kali.
- Cudng aldosteron tién phat: Nhiing bénh nhan cudng aldosteron tién phat thuding khéng dap
Ung vdi céc thudc chdng cao huyét &p tac dung théng qua dc ché hé renin-angiotensin nén
irbesartan ciing khéng cé tac dung trén nhiing bénh nhan nay.
- Cng nhu vdi cac thudc gian mach khéac: Irbesartan phai ding than trong trong céc bénh nhu:
Hep van ddng mach chii va hep van haila, bénh co tim phi daitdc nghén.
- Né6i chung irbesartan phai ding than trong cho bénh nhan cé truong lyc thanh mach va chic
nang than phy thudc chii y&u vao hoat déng clia hé renin-angiotensin-aldosteron (thi dy bénh
nhé&n bisuy tim sung huy&t nang hodc bi métbé&nh than n&ng nhu hep déng mach than hai bén):
Nguy cd ha huy&t 4&p manh, dét ngdt d& gy nhéi méu co tim hoéc tai bi€n mach mau néo.
- Thoi ky mang thai: Chéng chi dinh diing thudc cho phy nif dang mang thai. Trong 3 thang ddu
thai ky chdng chi dinh do than trong. Trong 3 thang gilla ho#c 3 thang cudi cla thai ky: C6 thé
gay &nh hudng tryc tiép I&n hé thong renin-angiotensin, gay suy than & bao thai hoac tré so
sinh, bién dang so mét, tham chi lam chét thai. Khi phat hién cé thai, ngifng thuée cang sém
cang t8t, néu da dung thudc trong mét thai gian dai, cn kiém tra chup so va chifc nng than
b&ng siéu &m cho thai nhi.
- Thaiky che con bu: Chéng chidinh diing thudc cho phy nif dang cho con bu.
TAC BONG CUA THUBC KHI LAI XE VA VAN HANH MAY MOC: Do thuéc cé cac tic dung
phuy nhu gay chodng vang va nhiic ddu, nén phai rat than trong khi dung irbesartan cho ngudi
l&i xe va van hanh may mac.



TAC DUNG KHONG MONG MUGN CUA THUGC (ADR):

Téac dyng phy thuédng nhe va thodng qua

Thudng gdp: ADR > 1/100

- Chéng mat, nhic diu va ha huy8t &p thé dirng lién quan dén liéu ding.

-Tythuyét &p c6 thé xay ra, ddcbiét 8 b&nh nhan bj gidm thé tich mau (vi dy nhiing bénh nhéan
dang dung thu8c Igitiéu lidu cao).

- Suy than va gidm huy&tap nang khi cé hep dong mach than 2 bén.

Itgap: 1/1000 < ADR < 1/100

-Ban da, mé day, ngia, phi mach, tang enzym gan. Tang kali huyét, dau cd, dau khdp.

Hiém gdp: ADR < 1/10000

-Ho, réi loan hd hap, dau lung, rdi loan tiéu hoa, mét mdi, gidm bach cdu trung tinh.

Hudng dén cach xif tri ADR: Céc tac dung khdng mong muén hiém xay ra, thudng nhe,
khéng cdn xii tri gi déc biét. NEu bat ddu diing thu&c nén chu y diéu trj gidm thé tich mau néu
co.

Théng béo cho béc si nhiing téc dyng khéng mong muén gép phai khi sirdyng thudc.

LIEU LUGNG VA CACH DUNG:

Lidu lugng cla irbesartan phai dugc diéu chinh cho tiing b&nh nhan cén cd vao déap dng lam
sang.

Liéu lugng:

Nguoi Ién: 300 mg/ldn/ngay khi liéu th&p hon khéng di dé kiém soat huyét ap. Co thé uéng
trong, trudc hodc sau bira an

Suy than: Khong cén diéu chinh liéu & nhiing bénh nhan suy than. Gidm liéu cho céc bénh
nhan phéi loc méu hodc ngudi gia trén 75 tudi

Gidm thé tich m4u: Khi bi gidm thé tich mau ho#c méat nudc va mudi thi cdn khédc phuc nhiing
hién tugng nay trudc khi dung irbesartan.

Suy gan: Khong c4n diéu chinh liéu véi cac b&nh nhan cé suy gan nhe ho#c vira. Chua cé kinh
nghiém lam sang vdi suy gan nang.

Tré em:chua xéc dinh dugc vé tinh an toan va hiéu qué clia irbesartan trén tré em.

- N6i chung, liéu diing cdn duge diéu chinh sau 1-2 th&ng néu huyét 4p chua dugc kiém soat.
C6thé cén diéu trj nhiéu thang mdi kiém soattét duge huyét 4p.

QUA LIEU VA XU TRI:

- Liéu t6i 900 mg/ngay dung cho ngudi I6n trong 8 tudn khong gay bat ci mdt dédu hiéu ddc tinh
cép nao. Trong trudng hgp qua lidu, triéu chiing 1am sang nhiéu kha nang xay ra la ha huyét
4p va nhip tim nhanh. Nhip cham cing c6 thé xay ra.

- Chua c6 liéu phap déc hiéu trong diéu tri qua liéu irbesartan. B&nh nhén cén dugc theo doi
nghiém ngat, diéu tri triéu ching va trg lyc. Mot s6 bién phap c6 thé 4p dung nhu gay nén
va/hodc riia da day, diing than hoattinh. Khéng thé loai bé irbesartan bing cach loc mau.
TUONG TAC THUGC:

- Vi céc thuc chdng ting huyét 4p khédc: Cac thuc chdng tang huy&t ap khéc cé thé 1am
tang tac dyng ha huyét ap cla irbesartan. Méc dii vay irbesartan van cé thé két hgp dugc véi
céc thufic chdng tang huyét ap khéac nhu céc thudc chen beta, chen calci hodc céc thudc Igi
ti€u nhém thiazid. Mot didu tr trude bing thudc Igi tiéu & liéu cao ¢d thé tao ra hién tugng gidm
thé tich mau va nguy co tut huyét &4p khi diing irbesartan.

- B8 sung kali ho#c céc thudc Igi tiéu gill kali: Dung déng thdi irbesartan vdi céc thuéc Igi tiéu
git kali ho&c b8 sung kali ¢6 thé 1am tAng néng dd kali huyét.

- Lithi: TAng néng dd lithi huyét thanh va dc tinh cé thé héi phuc duge da duge bao céo khi
phéi hgp vdi cac thubc tc ché enzym chuydn. Bdi vi tuong tdc chua dugc xac dinh véi
irbesartan va chua cé thé loal trif dugc nén van phéi theo ddi chét ché néng db lithi huyét
thanh.

- Nhiing théng tin tudng tac khac: Dude déng hoc clia digoxin khdng bj thay déi khi ding déng
thdi mot liéu irbesartan 150 mg & ngudi khoé manh. Dugc déng hoc clia irbesartan khang bj
thay déi khi két hgp vdi hydroclorothiazid.

- Irbesartan dugc chuyén hod chli y&u bdi CYP 2C9 va cé thé bdi ca lién hgp vdi acid
glucuronic. Tac dung cla céc thufc gay cdm ung CYP 2C9 nhu rifampicin d6i v6i dugc dong
hoc cua irbesartan chua dugc danh gia. Cac di kién thuc nghiém khdng cho phép tién doan
dugc cac tuong tdc gilla cac thubc c6 chuyén hod lién quan dén cac isoenzym ciia
cytochrome P450 nhu CYP 1A1, CYP 1A2, CYP 2A6, CYP 2B6, CYP 2D6, CYP 2E1 hodc
CYP 3A4. it c6 kha n&ng Uc ché lién hgp vdi acid glucuronic dua dén nhifng tudng tac 1am
sang cé y nghia. In vitro, céc tuong tac gilla irbesartan vdi warfarin, tolbutamid hoéc nifedipin
da dugc quan sét thay. Mac di vay chua cé tuong tac v mat duge déng hoc va duge Iy dugc
ghi nhan khi diing k&t hap irbesartan véi warfarin cho ngudi khoé manh. Duge ddng hoc cilia
irbesartan khang bi bi&n d8i khi két hgp vdi nifedipin.

QUY CACH PONG GOI:

Hop 3 vix 10 vién nénbao phim.

Hép 10 vix 10 vién nén bao phim.

BAO QUAN: Ndi khé mat, nhiét dé dudi 30°C, tranh dnh sang,

HAN DUNG: 24 thang k& tif ngay s&n xuét.

- Vién nén bao phim IRBESARTAN 300 dat theo TCCS.

- Dé xa tdm tay tré em. Doc ki hudng dén sit dyng trudc khi ding.

- Thuéc ndy chi ban theo sy ké don clia thdy thudc.

- Né&u cdn thém théng tin xin hdl y kién béc sT.

- 84n xudt tai: Nha may GMP- WHO s6 930 C2, duang C, KCN Cét Lai, Q.2, TP. HCM
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