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THANH PHAN: M3i vién nén chia CHI DINH, CACH DUNG & LIEU DUNG, CHONG CHI DINH,
- 1DESAMEN .ooooooeo 150 mg TUONG TAC THUOC, TAC DUNG PHU VA NHUNG DIEU CAN

- T4 duoe viia 60 LU ¥: Xin doc trong t& hudng din s dung

BAO QUAN: Duti 30°C. trinh 4nh séng trc tiép
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Irbegartan

Irbesartan 150 mg

GMP - WHO

COMPOSITION: Each tablet contains
- Irbesartan

INDICATIONS, DOSAGE AND METHOD OF ADMINISTRATION,

150 mg CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND

Irbesartan 150 mg

Irbegartan
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3. Toa hwéng dén sir dung thube:

Toa huémg dén sic dung:

IRBESARTAN 150 mg

* Thanh phéin: Mdi vién nén chira

= TERBRATEAN v cmsmnssnsimunslinsa s o R A R B TR PR T B o s A i i P i Ry e s A 150 mg
- T4 dugce: Lactose, Avicel, Starch 1500, Hydroxypropylmethyl cellulose 6¢cP, Croscarmellose sodium, Magnesi
stearat, Aevosil; Polyethylen Vel 6000, . oo iioiiimisinsianisssiinsssssomiodsins sosishsaadiasassins vira du 1 vién nén
* Dang bao ché: Vién nén.

* Qui cach dong gobi:

-Hop 2 vi x 14 vién.

* Duge lue hoe:

- Irbesartan 12 mot dén chét tetrazol, mét chat phong bé céc thu thé typ I ciia angiotensin 11 typ AT). Irbesartan trc
ché tac dung sinh Iy clia angiotensin II, ké ca tac dung tiét aldosteron va co mach, do trc ché chon loc thu thé AT,
clia angiotensin IT & nhiéu mé, bao gbm ca tuyén thugng than va co tron thanh mach. Liéu thong thuong irbesartan
6 tac dung lam ha huyét 4p twong tu nhu liéu théng thuomg cuia losartan, enalapril, atenolol, nhung khac vdi
losartan, irbesartan khéng phai la mot tién chét va tac dung dugc Iy khéng phy thudce vao sy thiy phin & gan.

- Irbesartan khong trc ché enzym chuyén angiotensin I thanh angiotensin II va nhu vay khong tc ché sy giang hoa
bradykinin va cac kinin khac nén khong gdy ho khan dal dang.

- Thuéc 1am ha huyét ap nhung tén sb tim thay doi rat it. Tac dung ha huyet ap phu thuge vao liéu va c6 khuynh
huéng khong ha thém khi uong mot liéu cao hon 300 mg/lin mdi ngay. Huyét ap ha t6i da trong khodng 3-6 gitr sau
khi udng va duy tri it nhat 24 gio. Higu qua chong tang huyét ap biéu hién trong vong 1-2 tuin, hidu qua t6i da dat
dugc trong vong 4-6 tudn ké tir khi bit ddu diéu tri va | duy tri khi diéu trj lau dai.

- Téc dung chéng tang huyét &p cla irbesartan va thudc lgi tiéu thiazid c6 tinh chit cong hop.

* Duge dong hoc:

- Thuéc hép thu nhanh qua ng tiéu héa véi sinh kha dung tir 60-80%. Thirc &n khong 1am thay ddi nhiéu tinh sinh
kha dung ctia thube.

- Thude chuyén héa mét phén & gan d dé tao thanh cac san phim khong c6 hoat tinh. Néng d6 dinh trong huyét twong
dat dugc khoémg 1-2h sau mpt lieu udng. Nong do thudc trong méau dat dén trang théi cén bang on dinh sau 3 ngay
uong thube. Irbesartan lién két 96% voi protein huyét twong. Thé tich phén b6 cua thube vao khoang 53-93 lit.
Thudc thai trir qua mét va nude tidu. Sau khi uong, khoang 20% lugng thude thai trir qua nudc tiéu & dang chuyén
héa va duéi 2% & dang khong chuyén hoa. Thoi gian ban thai 11-15h.

* Chi dinh:

- Tang huyét 4p dong mach vo cin, ddc biét cho nhimg truomg hop dung thude ire ché enzym chuyén bj ho va dé
giam nguy co bi dot quy & ngudi bi phi dai that trai.

- Bénh thdn do dai thédo duomg typ 2 c6 tang huyét ap. -/

W Chén% chi dinh: \\J‘ /

- Qua man véi mot trong cac thanh phin cia thude. \’

- Phu nir ¢6 thai va dang cho con ba.

* Thén trong:

- Nhtmg ngudi bénh bj giam thé tich mau nhu mét mudi va nuée do ding nhém loi tiéu manh, tiéu chay hodc non
kéo dai. Phai diéu trj truéc khi cho ding irbesartan.

- Nhitng ngudi bénh bi hep dong mach than khi ding irbesartan c6 nguy co tut huyét 4p niing va suy giam chirc
néng thén.

- Than trong v&i nhitng ngudi bénh ghép than hodc suy than, phai kiém tra thuong xuyén nong d9 kali va creatinin
huyét.

- Ting kali huyét khi dung irbesartan dic biét & nhimg ngudi bénh cé chie néng tim, thdn kém. Véi nhimg ngudi
bénh nay nén thuéng xuyén kiém tra kali huyét.

- Thén trong khi ding irbesartan trong céc bénh hep van déng mach chi va hep van hai 14, bénh co tim phi dai tic
nghén.

- Thén trong cho ngudi bénh co truong lue thanh mach va chirc ning than phu thuge chi yéu vao hoat dong cia hé
renin-angiotensin-aldosteron. Nguy co ha huyét 4p manh, dot ngt dé gdy nhdi méau co tim hoic tai bién mach méu
ndo.

* Twong tic thube:

- Céc thubc chéng tang huyét ép ¢6 thé lam tang tic dung ha huyét 4p cua irbesartan. Tuy nhién, irbesartan van c6
thé két hop dugc véi cac thubc chdng tang huyét ap khac nhu thube chen beta, chen calci, thudc lgi tiéu nhém
thiazid.

- Diing dong thoi irbesartan véi cac thude lgi tiéu gsﬂ‘ kali hogc b6 sung kali c6 thé lam tang ndng do kali huyet

- Tang ndng do lithi huyét thanh va doc tinh c6 thé hdi phuc duge béo céo khi phdi hop vdi cac thude tre ché enzym
chuyén.
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* Tac dung phu:

- Thudng gip: Chéng mit, nhirc ddu va ha huyét ap thé dimg, tut huyét ap, suy than.

- It gip: Ban da, may day, ngira, phit mach, ting enzym gan, ting kali huyét, dau co, dau khép.

- Hiém giip: Ho, réi loan ho hdp, dau lung, rdi loan tiéu hoa, mét méi, giam bach cau trung tinh.

Théng bao cho Bac si nhirng tac dung khong mong mudn gap phai khi sir dung thude.

* Phu nif ¢6 thai va cho con bu:

Khéng diing irbesartan khi mang thai va cho con bi.

* Thude khong anh hwéng khi ldi xe va véin hanh mdy mée.

* Céch ding va lidu dung: Ding uéng

Ubng trude, trong hodc sau bira an, dung thudc theo chi din cia Béc si.

- Liéu khoi dau: 150 mg/lin/ngay, tiy theo mirc dap tmg cta huyét ap liéu c6 thé tang 1én 300 mg/lin/ngay hodc
dung thém mdt thudc chdng ting huyét ap khac. Hiéu qua ha huyét ap ti da dat dugc 4 — 6 tudn sau khi bit diu
diéu tri.

- Khong cin diéu chinh liéu & nhimg ngudi bénh suy than. Nhimg ngudi bénh phai loc mau va ngudi trén 75 tudi
lidu khoi ddu: 75 mg/lin/ngay.

- Bénh nhén cao huyét 4p va tiéu dudng typ 2, dung liéu duy tri 300 mg/lin/ngay cho diéu trj bénh than két hop.

* Qua liéu va xir tri:

- Triéu chimg: Ha huyét dp va nhip tim nhanh, nhip chdm ciing c6 thé xay ra.

- Xir tri: Chua c6 liéu phap dic hiéu trong diéu tri qua lidu irbesartan. Ngudi bénh cn dugc theo doi nghiém ngat,
diéu tri triéu chimg va trg lc. Giy nén hoic rira da day, dung than hoat tinh. Khéng thé loai bo irbesartan bing
cach loc méau.

* Khuyén céo:

- Poc k§ hwéng dén sir dung trwée khi ding, néu cin thém théng tin xin hoi y kién Béc si.

z Tlguﬁc nay chi dung theo don cia Bac si. .\\y /
- Dé xa tim tay tré em. ‘T
* Bao quéan:

- Duéi 30°C, tranh 4nh sang truc tiép.
- Han diing: 36 thang ké tir ngdy san xuét
* Tiéu chuén: Tiéu chudn co s&
Noi san xudt va phén phoi
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Qudc 16 30 — Phuong M§ Phii — TP Cao Lanh — Péng Thép
Dién thoai: ( 067) — 3859370 - 3852278
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