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a). Nhin hop 2 vi x 14 vién nén dai bao phim.
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THANH PHAN: MBi vién nén dai bao phim chia: cHl BINH, CACH DUNG & LIEU DUNG, CHONG CHI DINH,
~Irbesartan . BN 300mg  TUGNG TAC THUOC, TAC DUNG PHU VA NHONG DIEU CAN
TR AUIE oot viadl Q¥ Xin doc trong t hiing ddn s dung.

BAO QUAN: Noi knd, nhiét 8§ duéi 30°C. trénh dnh sdng.

R THUGE BAN THED S0R GMP-WHO
PRESCAIPTION ONLY 2 vl x 14 vién nén dai bao phim

2 blisters x 14 film-coated caplets

Irbesartan 300 mg
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COMPOSITION: Each caplet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Irbesartan . s S0 MY CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
- Excipients

. OTHER PRECAUTIONS: Read the package insert
STORAGE: In dry place, bellow 30°C, protact from light. ‘
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TO HUONG DAN SU DUNG THUOC

Rx
Thude ban theo don

‘ . DOVEL" 300 mg
THANH PHAN
M&i vién nén dai bao phim chia:
oYttt o R 300 mg
- Ta duogc: Avicel, Starch 1500, Polyethylen glycol 6000, Natri croscarmellose, Magnesi stearat, Colloidal silicon |
dioxid, H){droxypr‘opyl methylcellulose 15¢P, Hydroxypropy! methylcellulose 6¢P, Talc, Titan dioxid.
DANG BAO CHE 9
Vién nén dai bao phim. })0/» :
QUY CACH DPONG GOl /
Hop 2 vix 14 vién. _ _
| CHI DINH
- Tang huyét ap dong mach vé can, dac biét cho nhimng truong hop dung thudc trc ché enzym chuyén bi ho va dé
giam nguy co bi dot quy & nguoi bi phi dai that trai.
- Bénh than do dai thao duong typ 2 co ting huyét ap.
LIEU LUQNG VA CACH DUNG
Dung udng: Uong trude, trong hodc sau bira an.
Lieu luong cua irbesartan dugc diéq chinh cho tirmg nguoi bénh can cir vao dap (ng lam sang.
- Licu dung: 300 mg/lan/ngay. Thuoc chi danh cho di twrong khong dat hiéu qua ha huyét ap sau khi da ding lidu
[50 mg/lan/ngay.
- Suy than: Khéng can diéu chinh liéu & nhirng bénh nhan suy thin,
Véi nhiing ngudi bénh phai loc mau hodc nguoi trén 75 tudi: Liéu khoi dau 1a 75 mg/ngay. tuy nhién liéu nay
khong ap dung dugc ddi voi nhiing vién thude khong co khia dé bé phan ligu.
- Giam thé tich mau: Khi bi giam thé tich mau hodic mit nudc va mudi thi can khac phuc nhimg hién tugng nay |
trude khi ding irbesartan. '
- Suy gan: Khong ¢an diéu chinh liéu véi cac ngudi bénh c6 suy gan nhe hoac vira. Chua c6 kinh nghi¢m lam
sang vdi suy gan nang.
- Tré em: Chua xac dinh dugc vé tinh an toan va hiéu qua cua irbesartan trén tré em.
CHONG CHI PINH
- Quéd man v6i mot trong cac thanh phan ciia thudc.
- Phu nir ¢6 thai va dang cho con bu.
- Tré em dudi 18 tudi.
THAN TRONG KHI SU DUNG .
- Nhirng ngudi bénh bi giam thé tich mau nhu mat mudi va nuée do ding nhém loi tiéu manh, tiéu chay hodc non
kéo dai. Phai diéu tri trude khi cho dung irbesartan. '
- Nhitng nguoi bénh bi hep dong mach than khi dung irbesartan co nguy co tut huyét ap nang va suy giam chic
nang than,
- Than trong voi nhiing nguoi bénh ghép than hodc suy than, phai kiém tra thuong xuyén nong do kali va
creatinin huyét. |
- Tang kali huyét khi dung irbesartan ddc biét & nhiimg nguoi bénh co chirc nang tim, than kém. V&i nhing nguoi
bénh nay nén thuong xuyén kiém tra kali huyét. _
- Thén trong khi dung irbesartan trong cac bénh hep van dong mach chi va hep van hai la, bénh co tim phi dai tac
nghén.
- Than trong cho ngudri bénh co truong luc thanh mach va chic nang than phu thude chu yéu vao hoat dong cua
hé renin-angiotensin-aldosteron. Nguy co ha huyét ap manh, dot ngdt dé gay nhoi mau co tim hodc tai bién mach
mau ndo.
PHU NU CO THAI VA CHO CON BU
Khong ding irbesartan khi mang thai va cho con bu. )
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thubc khong anh huéng khi lai xe va van hanh may moc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
- Céc thude chéng tang huyét ap khac co thé lam tang tac dung ha huyét ap cla irbesartan. Tuy nhién, irbesartan |
van c6 thé két hop dugc véi cac thude chdng tang huyét ap khac nhu thude chen beta, chen calci, thudc lgi tiéu
nhém thiazid. )
- Dung déng thoi irbesartan véi cac thudc loi tidu gir kali hoac bd sung kali co thé lam tang nong d6 kali huyét.

- Tang ndng do lithi huyét thanh va déc tinh c6 thé hdi phuc duge bdo cdo khi phdi hop véi cac thube uc ché
enzym chuyén.
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TAC DUNG KHONG MONG MUON ]
- Thudng gap: Chong mat, nhirc dau va ha huyét ap thé dimg, tut huyét ap, suy thén. ‘
- Hiém gap: Ho, roi loan ho hép, dau lung, réi loan tiéu hoa, mét moi, giam bach cau trung tinh.

Théng béo cho Béc si nhitng tac dung khong mong mubn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi

- Triéu chimg: Ha huyét ap va nhip tim nhanh, nhip chém ciing co thé xay ra.

- Xir tri: Chua co liéu phéap déc hiéu trong diéu tri qua liéu irbesartan. Ngudi bénh ¢én duge theo ddi nghiém ngat,
diéu tri triéu chimg va trg luc. Gy non hodc rira da day, dung than hoat tinh. Khong thé loai bo irbesartan bang
cach loc mau.

DUQC LUC HQC

- Irbesartan 14 mot din chét tetrazol, mt chét phong bé cac thu thé typ I cua angiotensin II typ AT,. Irbesartan (¢
ché tac dung sinh ly cua angiotensin II, ké ca tac dung tiét aldosteron va co mach, do (rc ché chon loc thy thé AT,
cua angiotensin Il ¢ nhiéu mo, bao gom ca tuyén thugng than va co tron thanh mach. Liéu thong thuong
irbesartan c6 tac dung lam ha huyét ap twong tu nhu lidu thong thuomg cua losartan, enalapril. atenolol, nhung
khac voi losartan, irbesartan khong phai la mot tién chét va tac dung duoc Iy khong phu thude vao su thuy phan ¢
gan.

~ Irbesartan khong trc ché enzym chuyén angiotensin I thanh angiotensin 11 va nhu vy khong tc ché su giang hoa
bradykinin va céc kinin khac nén khong gay ho khan dai déng.

- Thuéc lam ha huyét ap nhung tin s tim thay ddi réat it. Tac dung ha huyét ap phu thuge vao lidu va c6 khuynh
hudng khong ha thém khi ubng mot lidu cao hon 300 mg/lan mdi ngay. Huyét ap ha t6i da trong khoang 3-6 gio

- it gdp: Ban da. may day, ngira, ph mach, tang enzym gan, tang kali huyét, dau co, dau khop. /w/v

sau khi uong va duy tri it nhat 24 gio. Hiéu qua chéng tang huyét ap bicu hién trong vong 1-2 tuan, hiéu qua toi |
da dat duoc trong vong 4-6 tuan ké tir khi bat dau diéu tri va duy tri khi diéu tri lau dai. |
- Tac dung chéng tang huyét 4p cua irbesartan va thudc loi tiéu thiazid co tinh chat cong hop.

DUQC DONG HOC J . . .
- Thube hap thu nhanh qua ong tiéu hoa voi sinh kha dung tir 60-80%. Thirc an khong lam thay doi nhi¢u tinh !
sinh kha dung cua thudc.

- Thudc chuyén héa mot phén & gan dé tao thanh cac san pham khéng c6 hoat tinh. Nong dg dinh trong huyét
tuong dat duge khoang 1-2h sau mot liéu ubng. Néng do thudc trong mau dat dén trang thai can bang 6n dinh sau
3 ngay ubng thude. Irbesartan lién két 96% voi protein huyét twong. Thé tich phén b6 cua thube vao khoang 53-
93 Iit. Thude thai trir qua mat va nuoc tiéu. Sau khi udng, khoang 20% luong thudc thai trir qua nudc tiéu & dang
chuyén hoa va du6i 2% & dang khong chuyén héa. Thoi gian ban thai 11-15h.
BAO QUAN: Noi kho, nhiét do dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san XUt, _
KHUYEN CAO: _ g
- THUOC NAY CHi DUNG THEO PON CUA BAC SI 2
- POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
_NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
- DE XA TAM TAY TRE EM

NHA SAN XUAT VA PHAN PHOI
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: 66 - Quéc 16 30 — Phudong My Phi — TP Cao Lanh — Déng Thap
Dién thoai: (067) - 3851950
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