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™ sawiIrbesartan 150

D& xa tdm tay tré em
Doc ky hudng dén sir dyng trude khi ding

ThuGc nay chi ding theo don thudc -

THANH PHAN CONG THUC THUGC
(Cho 1 vién nén bao phim SaVi irbesartan 150) C
Thanh phén duge chat: i

: - 150mg
Thanh phén té duge: >
Tinh bdt ngd. celluiose vi tinh thé 101, natri croscarmeliose,
manitol, silic dioxyd keo, mm.l stearat, Opadry AMB plnkM
DANG BAO CHE: Vién nén bao phim 19

33
MO TA SAN PHAM_ )
Vién nén dai bao phim méau héng, mét mat c6 chl SVP.

-

theo gach ngang trén vién thudc.

CHI
llb‘:mm chi dinh cho diéu tr

- Téng huyét &p dong mach v& cin, dic bigt cho nhing trudng
hop ding thuSc uc ché ACE (ACE: 0 i

Ew ,: 15'8'- vai libu 75 mg, co thé bé dd| wwé;‘sm'un 15’6‘4:"_‘0,,9 n:m, bOnn'nAy.'*Mn

i sin  Converting
Ef;tyml)ﬂhovla‘gﬂmnm co bi ddt quy & ngudl bf phi dal
thit trdi,

- Bénh thén do dal thao dudng typ 2 co tang huyét Ap.

LIEU DUNG, CACH DUNG
Lidu ding

Nouai ién

Liu khdi ddu va duy tri thang thudng hang ngdy 1 150 mg, uéng
mat iin duy nhét trong ngdy.

Liéu 150 mg mét 14n duy nhilt trong ngdy cho phép kim sodt
huyét dp trong 24 gid 16t hon hiéu 75 mg. Nhung Iu 75
mg/dn/ngdy nén dugc xem xét chi dinh cho cd¢ bdnh nhan phai
loc mdu hodc ngudi gia trén 75 twél. -

Néu lidu 150 mgAin/ngay khong dd dé kiém soat huyét &p thi c6
thé tang liéu I8n 300 mg/ngay hodc ding thém mot thudc chéng
tang huydt dp khac. Vi dy néu két hop irbesartan véi mot thusc loi
tiéu nhu hydroclorothiazid sé thu dugc mét téc dung ha huyst ap

-0 bénh nhiin déithdo. AUANG VB 2 1Ang huyét 4. nén vai
lidu 150 mgiéningay vi_ﬂn}#n éu cuy tri & 300 y
a6 diéu tri bénh than. . %
Suy than

Khéng cén didu chinh iéu & nhiing ngudl bdnh suy than. VeI
nhiing ngudi bénh phai loc méu, lléu khd| ddu 4 75 mg/ngay,
Gidm thé tich mau e
Khi bj gidm thé tich mau holic m&t nudc va mudl thi cén khc
phyc nhing hign tong nay trude khi ding irbesartan

Khéng cén diéu chinh iéu vdl cdc bdnh nhan co suy gm‘:hﬁo
hodc vit&f'gu:cé kinh nghiém I&m sang voi suy gan n‘ng.».t"
Nguoi Idn tudi k
Khéng cdn diéu chinh lidu d8i vl nguadi 1n tuél, tuy nhién né
duﬁ‘ng liéy khdi dfu thép 1a 75 mghdningay @81 vol ngudi 1én 7
ol 3
Trd em p
Irbesartan chua duge xic
em dudi 18 tudi.
Noi chung, liéu ding cdn dugc diu chinh sau 1 -
huyét dp chua duge kidm sodt. =
g:::‘ céin didu tr nhidu thang mai kiém sodt 16t dugc huyét ép,
ding
Thudc ding dudng udng: udng trong holic ngodi bila &n vai mot
lugng nude vira di. Khong nhal, nghién vién thubic.
Uéu lugng cia irbesartan phdl dugc didu chinh cho ting bénh

Al

dinh v6 tinh an foan va higu qué trént

i

2 mAn%;i_ly

. nhin can cd vao dap u msang. . - -~
NEu quan ding thuée, aung Wby WP 1heo oy lich Ubng thdng
thudng. Kndng ding glip doi iéu dé bu vao lifu da quén.

CHONG CHI BINH

Qué min véi bt cif thanh phin nao cla thubc.

Phy n mang thai sdu thang cudi thal ky.

Phéi hgp vdi thudc chaa aliskiren & bénh nhan dai thdo dudng
ho@ic bénh nhan suy than viia va néing (46 loc cdu than < 60
miphot/1,73 m?)

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Gidm thé tich mau:

G nhiing bénh nhan bj gidm thé tich mau nhu m&t musl va nudc

do dung nhém i tidu manh, tlidu chiy hodc ndn kéo dai. Cén

thiét phai diéu trf giam thé tich mau trude khi cho ding irbesartan.

- Hep ddng mach than:

Vdi nhiing ngudi bénh bj hep ddng mach than, ding irbesartan cé
* nguy co tut huyét 4p ndng va suy gidm chic nang than.

- Ghép than hogc suy than;

Cén phai than trong voi nhilng ngudi bénh nay. Kiém tra thudng

xuy@n néng 0 kali va creatinin huyét 1a cén thist.

- Bonh nhan dai thdo dudng typ 2 ting huyét 4p kém bénh than:

| Phan tich nghién clu & bénh nhan cé bénh thin tén trién cho
thily &nh huding ciia irbesartan lén bién ¢ tim mach va thin d cae
nhom bénh nhén ta khong déng déu. Thong thudng, tac dung nay

| it xudt hidn & phy ni va nguai khong thude chiing toc da tring

| hon. o
- Sit dyng déng thoi céc thube Uc ché hé renin-angiotensin-akdo-
steron (RAA): C6 bling ching r‘o thdy sd'dyng ddng thdi thubc
dc ché ACE. thudc Uc ché thy thé angiotensin |1 hay aliskiren lam
tang nguy co ha huyét ap, tang kall huyét va suy gidm chuc ning. .
than (bao gém than cdip). SU dung phdi hop cdc thubc nay |
mmmﬂnao.u@dnm:mnwmgcm&
nay thi phai theo dbi va gidm sat chit ché chuc nding than, cac

| chit dién gidi va huyét 4p. Khdng ndin sit dung déng thal thusic e

| ché ACE va thubic d8i khing thy th€ angiotensin Il & bénh nhan
bénh thin do dii thao g

) kali buy&t khi dang irbe

nhiin c6.chdc nang tm, thin kém. !
ing xuyén kiém tra kall huyét
Tmawaémmum thude Joi b8u gid kai.

wancﬂokﬁlhvp' va lthi.

- Cudng aldosteron tién phat.
Nhilng bénh nhén cudng ¢ bdn phat thuang khong dap
] (ing vdl cdc thubc chéng cao huy8tap tac dung thang qua Uc chd.
hé renin-angiotensin nén irbe khéng co tic dyng trén
nhiing, nhéan nay. . .
| - Cling nhu véi cac thudc gian mach khac, irbesartan phii ding
than trong trong cac bénh nhu: van ddng mach chi va hep

van hal I8, bnh co tim phi dai tc ngh

- Noi chung itbesartan phai ding trong cho ngudi bénh co
tryong e thanh mach va chic niing thdn phy thude chd yéu vao
hoat dfng cia hé renin-angiotensin-aldosteron (thi dy nguoi bénh
bj suy fim sung huyét nang hodic bi mdt bénh than nang nhu hep
| 60ng mach than hai bén) do nguy o ha huyét ap manh, dot ngdt
| ¢ gdy nhdi mau co tim hodc tal bién mach mau nio.

SU DYNG THUGC CHO PHY NU CO THAI VA CHO CON BU
l Phy nd ¢6 thai

Thudc khéng dugc khuyén cao sif dyng trong 3 thang ddu thal ky
va chéng chi dinh trong 6 thang cudl thai ky,
Ciic biing ching dich 1& hoc én quan dén viéc gy qual thai khi
116p xic vOi cac chat Gc ché ACE trong ba thang déu thai .
© dugc két lun, tuy nhién khong :
Nguy co do cac chiit d6i khang thu thé angiotensin Il gay ra co thé
tuong ty méc di chua o6 cde di lidu dich 1 duoc kiém soat. Bénh
nhin co ké hoach mang thal nén dugc chuyén qua ding thubic
khac an todn hon tri khi viéc 116p tyc s dyng thubc d6i khang thy
tné angiotensin II & cn thit Khi phat hién co thai phai ngung
ngay irb va cd thé chuyén sang s dyng thubc khac thich
hop hon.
Phol nhidm val thusc d8) khang thy thé angiotensin trong 6 thang
cudl thai ky s& gay ddc cho thai nhi (gidm chudc nang than, thiSu
| Bi, chdm hoa cbt xudng 30) va cho tré 50 sinh (suy théin, ha huyét
p. tang kall huy8t). Néu phoi nhiém chat di khang thy thé

wumemmwﬂmwwumwnuomum
' m tra chic niing thiin va hop 0.

Tré do me c6 s dyng thudc d6i khang thy thé angiotensin Il sinh
| ra nén dugc theo doi chat ché ha huyét ap.
Phy nii cho con bd

Do chua c6 thdng tin sén co vé vidc dung irbesartan trong thai ky
| cho con bl nén khdng khuyén cdo ding Irbesartan va thay thé
| blng thudc khac an todn hon, dac biét dBi vol tré so sinh va tré

sinh thi6u thang. Chua biét Bgu irbesartan va chiit chuyén hoa
cla n6 co6 16t vao sla ngudl hay khdng. Céo di lidu sin co trén
chudt cho thaly irbesartan vi chilit chuyén héa clia né cé tist vao
sta chudt
A“zu mgue CUA THUGC LEN KHA NANG LAI XE, VAN HANH

Y M e L - - itdale
Chua c6 nghién ciu vé Anh hudng cba irbesartan 16n khé nang ldi
x0 vA viin hanh may méc. Dya trén tac dyng dugc ly, Irbesartan
duge dy dodn khong anh hudng dén kha ning i xe va vén hanh
may méc. Tuy nhién, do thudc ¢4 cde téc dyng khong mong mudn
nhi gy chodng vang va nhuc dfu nén phai than trong khi diing
irbesartan cho ngudi lai xe va van hanh may méc néu cdc tridu
i chung ndy xay ra.
TUONG TAC, TUONG KY CUA THUGC
Tudng téc cia thude
Vi cdc thudc chdng tang huyét dp khdc:
Céc thubc chéng tang huyét 4p khac c6 thé lam  1dc dung ha
huyét &p clia irbesartan, Méc di viy, irbesartan vin cd thé k&t
hop dugc véi cac thubc chéng tang huyét 4p khac nhu céc thubc
chgn beta, chen caici hofic cac thudc Igi tiéu nhom thiazid.
Bifu trj trudc béing thudc Ioi tiéu & liéu cao c6 thé tao ra hidn
tugng gidm thé tich mau va nguy cd tut huyt dp khi ding irbesar-
tan,
Céc d0 u 1am sang cho thay st dung dbng thdi thubic Uc ché
ACE, thusc d8i khang thy thé anglotensin Il hay aliskiren lam tang
nguy co ha huyét dp, tang kall huyét va suy gidm chic niing than

(bao gém suy thdn céip) (xem myc Canh bdo va mﬁ IEH nl =
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Ding 66ng tho) irbesartan voi cac thubc ki
sung kali ¢ thd lam ting ndng dd kall huydt
Lihi:

Tang @9 Bhi huyét thanh v tinh ¢ thé hél phuc 02
m&?" i phiSi hop v co | Uc ché ACE. BAi vi ong
the ndy trén irbesartan chua dUoc x3c dinh vl chua foai tnJ duoc

@ kail hodc b6

ngual lon twbl. BY n phai du
vidngmmiﬁdﬂt!“dlﬂcnlnﬂ
llﬂiltmucmm

n tiong tdc khic:
hw hoc cuh digaxin kndng bl thay d8i khi diing ddng thal
lemdmmm
ey 65 Kni adi hop v
/6n hoa ". 63 CYP2C9 vh cd thi bdi
aunmmwm oung cka cac thubc pay cikm
o 88ng hoc clia rbes
thyz aghidm khong cho phes
‘hotc oo in hoa Mo
scheom P nhy CYPIAY,
| CYPZE1 hodc CYP3AL. &
i I8 o, cac tuong tac giie ebesar-
holic nfedipin A1 duoe quan sat thly.
RS wé mit duoc 6ing hot vl U iy
hop e v8i wartarin cho
. . Du c cha khdng tf bifn 381 ki
t hop vol ndedpin.
Tuong ky ciathube
Do khong ©o cc nghhin ¢ naong Ry cla e khdng
1r6n 1n thude niry vai cde th .
TAC DUNG KHONG MONG MUBN CUA T
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ihesartan:

Trudng gip, 1/100 < ADR < 110 .
Thiln kinh: Chodng vang, ¢ wing ki 90ng dby.
Tim mlch Ha huy‘l &0 i dling.

hmmooosm«moo

Tim mach: Nhip tim nhanh, 88 bing.

H6 hiip: Ho.

Tibu hoa: Tibu chily, r6i loan S0u hoais ndng.

0 tho suft
munﬂbmm‘temnn‘uc::owm 3
n dich: Phin Ung qua min nhy ng
chuy‘n hoa vh tinh dudng: Ting Kl huydt.
Rinh: Chdng mat. nhac diu.

Tll.ﬂa“ U tai,
mulﬂmm“nngu
Gan mat: Vibm gan, chde nang gan bit thudng.
Da: Vibm mach qué min
Ca xuong khdp: Dau khop, auw(wdmwmooum
theo thng croatin kinase huydt tuang), chudt
Tilt nldu: Md&nmm»qmwgémmunlmﬁd

Nhom duge wmu&cﬂummumuwl

M& ATC: COSCAD4

Co ché tic dyng

Immmumoldnehilmwmnmo‘wﬂ

IeOunghumhllMTl) lmoca‘ﬂcdungmw

;:gm-nh k& ca tic dung tit aldosteron va co mach, do dc
foc thy thé AT, cla angiotonsin Il & nhiu m, bao gém
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QUY CACH DONG GOI: Hop 3 vl x 10 vién

'-“83"#‘...« 30°C Tranh dnhsang.

AN DONG: 35 thing ké 12 ngay sin xust
TIEU CHUAN CHAT LUONG: USP

TRACH 200h M TRON l;l

CONG TY CO PHAN DUGC PHAM SAVI
( Sawipharm J.5.C)

L Z.01:02-03a Khu COng Nohidp trong Khu Ché Xullt Tdn Thudn,
Phubng TAn Thudn B8ng, Quiin 7, Thinh PhS HE Chi Minh
DT : (84.28) 37700 144 - 37700 143 - 37700 142
Fax - (84.28) 37700 145

JIRBSSOV3



