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bst tslfr

ro HUnNG oAN stl orlNc ruu6c
Vien n6n bao phim IRBELORZED l10/12,s

k 
Thuii, bdn theo don

OA xa fim tuy ctia trd enr
Dgc k! hrhng ctdn sir dtlng trrhc khi ding

Thbng bdo ngay cho btic si ho(c duqc sI nhirng tttc tlyng khdng nrong mudn gdp ptriii khi sti tlqng rttrtdc

THANH PHAN, HAM LUqNG CUA,THU6C
- Irbesartan 150 mg

- Hydroclorothiazid.......... ........12,5 mg

- Tri dugc vira dri......... I vi€n

(Loctose monohltdrat, celulose vi tinh tnii tOl, tinh bot
bidn finh, natri croscarmelose, magnesi stearat, silic
dioryd keo, hypromelose 6cps, polyethylen glvcol 6000,
ialc, titan dioryd, sdt oxyd d6, sdt oxyd vdng)

MO f,A sAN puArvt

Vi6n ndn ddi, bao phim mdu ndu, hai mdt khum, mQt m{t
tron, mQt m{t c6 chfi SVP, c4nh vd thdnh vi6n ldrfi l{n.

QUY CACH EONG GOr:

HQp 3 vl x l0 vi€n

THUoC DUNG CHO BpNH Gi:

IRBELORZED l5)ll2,5 duo.'c ding Ae Oieu tri ting huyilt
6p d nhiing bQnh nh6n kh6ng ki6m so6t ilLrgc huy6t ap thi
dtrng clon dQc irbesartan hay hydroclorothiazid.

NEN DUNG THUOc NAy NHU'THE NAo vA lrtu
LIJqNG:

Cdch dilng:
Dirng duong Lr6ng..C6 th6 u6ng thu6c trong holc ngoai

bfia 6n. C6c ttroi di0m st'dqng thu6c n6n gi6ng nhau gita
c6c ngiy. NOn u5ng thu6c vdo bu6i s6ng.

Thu6c phai ttugc dirng diurg theo hu6'ng d6n cta b6c sT.

Liiu luqng;

Li6uth6ngthuong: I -2 viCningdy

KHI NAO KHONG NEN DUNG THU6C NAY:

Ngudi bQnh d'c6c trudng hqp sau kh6ng nOn sri dgng

IRBELORZED I50/12,5:

- Qu6 rnSn vdi b6t k! thdnh phAn ndo ctra thu6c
- Suy gan, suy thfln nflng

-.i- I leu ruro, vo nteu
- TEng calci huytit hay h4 kali huy6t
- D6i th6o dudng hay suy thfn n6ng dang dugc di€u tr'i v6'i

thu6c ha huytit ap c6 chria aliskiren
- Dang mang thai hoflc dang trong thdi k] cho con bri.

rAc DVNG KHONG MoNG MUON (ADR)

LiAn quan itdn irbesartan
ADR nhE vd tho6ng qrra.

Thtrd'ng gdp, ADR > l/100
Ch6ng mflt, nh0c dAu vd h4 huy€t ap the dmg.

C6 the xdy ra tut huytit 6p, ddc bi6t d nguoi b! giam thd tich
mdu (vi dU ngudi bpnh dang ding thu6c loi tiriu li6u cao).
Suy thdn vd gidm huyilt ap n6ng khi c6 hep dQng mach
th4n hai b6n.

it gqp, l/1000 < ADR < l/100
Ban da, .ngfa, miry ilay, pht mach, tdng enzym gan, ting
kalihuy6t, dau co, ttau khcrp.

Hidm gqp, ADR<l/t.000
Ho, r6i logn h6 h6p, dau lung, r6i toqn ti6u hoa, mQt nroi,
giim b4ch cAu trung tinh.
L iAn q uun ttiin hyttro c to toth io zi d
T6c dpng phu dugc sip xtip theo tAn su6t;

Thudng gqp, ADR> l/100
Todn thdn: M€t mdi, hoa mit, ch6ng m[t, tlau dAu.

TuAn hodn: Ha huy6t 6p thi5 dung.
Chuytin h6a: Gidm kali huyiit, t6ng acicl uric hr.ry6t, tAng
glucose huytit, tang lipid huyrit (d li€u cao1.

h gap, tttOO0 < ADR < t/t00
TuAn hodn: Ha huyiit 6p th6 dung, lo4n nh!p tirn
Ti6u h6a: Budn ndn, n6n, chiin 6n, tiio b6rr, ti6u chaiy, co
thit ru0t,
Da: Mdy day, ph6t ban, nhi6m cirm iinh s6ng.

Chuy6n h6a: H4 magnesi huy6t, hq natri huyet, ting crric:i

huy6t, ki€m h6a giim clo huy6t, h4 phosphat huy6t.
Hiiim gqp, ADR <t/1.000

Todn thAn: Phdn fng ph6n vQ, s6t.

M6u: Giim bach cAu, m6t baclr c6u h4t, giiim ti6u cALr.

thi6u m6u b6t sdn, thitiu mau tan huyurl
ThAn kinh: D! c6m, 16i loan giAc ngir, tlAm cdni.

Da: Vi€m mach, ban, xu6t huy6t, hdng ban da dang, vi0rn
da, ho4i tti thuo.ng bi nhiSm dQc, hQi chimg Stevens -

Johnson.
Gan: Vi6m gan, vdng da u mQt trong gan, vi0nr tuy.
H6 h6p: Kh6 thd, vi€m ph6i, phir ph5i (phan 0'ng phdn vQ),

suy h6 h6p.

Sinh dqc, tiiit niQu: Suy thQn, vi€m thdn ke, tigt duo-ng.

tvtit: Mrv mat.

Phdn fng t6ng acid uric huy6t, c6 thC kh,J'i phdt c'on grirr. Ccl

th€ xay ra h4 huyiit 6p tu thii khi dung d6ng thoi voi rurorr,

thu5c m€, thu6c an thAn.

xIN TnAxH DUNG NHfI'Nc THUOC HOAC TTIU'C
PHAM Gi KHI EANG SU'DUNC THU6C NAY

CAn th6ng b6o ngay cho b6c si hay du'o. c si n6u dang si
dpng thui5c vdr thyc phAm sau ddy:
- Thui5c c6 chrla lithi
- Thu5c ric chi5 enzym chuy6n angiotensin (A(: L:.

Angiotens in converting enzym)

- Aliskiren
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- C6c thu6c h4 huytit itp; cdc steroid; thudc tri ung thtr;
thuiic giim dau; thu6c tri vi6m kh6p; nhga trao d6i

colestipol, colestyramin
- C6c ch6 phAm, thsc phAm bO sung kali.
- C6c thu6c lqi tieu kh6c hay thu6c lqi ti6u ti6t kiQm kali
- Thutic nhufln trdng
- Thu6c tri grit
- Thuc phAm b6 sung vitamin D
- Thu6c tr! loqn nhip tim
- Thu6c tr! clili th6o clutrng (insulin vd c6c thu5c tri d6i

th6o itudng duong u6ng)
- Carbamazepin
Tr6nh ui5ng rugu, bia khi dang dtng IRBELORZED
l5O/12,5, vi c6 th6 lim tlng cim gi6c ch6ng mpt (tt6c bi6t
ld khi thay AOi tu ttrr5;, g6y ha huytit ap thii dring.

CAN LAM ci xHT MOT LAN QUEN KHONG DUNG
THUOC

Tii5p tpc u6ng thutic nhu lich ct, tuyQt diii kh6ng dugc
t l, -^. r.l

uong gap ool lreu.

cAN nAo euAN rHUOc NAY NHr/rHE NAo
Noi khO, nhiet d0 kh6ng qu6 30oC, trenh 6nh s6ng.

DAU HTEU VA TRIpU CHLTNG KHI DTTNG THU6C
QUA LIEU
C6c triQu chfing cira qu6 li6u irbesartan bao g6m ha huy6t
6p vd nhip tim nhanh, chflm nhip tim d6i khi cting c6 th6

xdy ra.

Qu6 li0u hydroclorothiazid ldm r6i loan di6n gidi (h4 kali
m6u, h4 ion clorid m6u, hp natri m6u) vd m6t nudc do bdi
niQu nhidu. C6c tri6u chring thudnC g?p le bu6n n6n vi mQt

m6i.

cAN psAr r,Avr ci KHr DUNG THUOc euA LrEU
KHUYEN CAO

Trong trudng hgp qud li6u, ngud'i bQnh cAn d6n gdp ngay
b6c sTho6c c6c co sd y t6 gAn nh6t.

NHU'NG DIEU CAN THAN TRQNG KHI DI)NG
THU6C NAY

Cin thittg bio nguy vdi bic st hay clrqc si trr6c klri
ding IRBELORZED 150/12,5 khi:
- Dang b[ n6n mria hay ti6u chdy
- Suy thfn hay gh6p thdn
- Suy gan

- Bi d6i th6o duong
- Bi lupus ban dd
- Tdng aldosteron nguydn ph6t (ld h6i chung gdy ra bd.i sg

tlng ti6t quil mric hormon aldosteron d tuyiSn thugng
th{n do b6t thutng d tuyrin thuqng th6n)

- Dang ding c6c thu6c di6u tri tAng huy6t ap nhu ACE (vi
dp enalapril, lisinopril, ramipril), aliskiren.

- I(h6ng dung n4p lactose vi c6 th€ g6p cdc triQu chring
kh6ng dung n3p nhu: chudng br,rng, dAy hoi, bu6n n6n
vd d6i khi n6n, ti6u chdy.

B6c si sE ki6m tra chric ning thQn, huy6t 6p vd n6ng clQ c6c
ch6t di6n.gi6i trong m6u (nhu kali, calci,...) trong qu6 trinh
di6u tribing IRBELORZED l5O/12,5.
I(h6ng n€n dtng IRBELORZED 150/t2,5 cho tr6 em du6i
l8 tu6i.

Hydroclorothiazid cho phdn ['ng duong tinh vdi thu6c thu

doping.

Ttic ilQng cfit thuiic khi kii xe vd v\rt hitnh mriy nfic
Thuiic kh6ng gdy dnh hudng l6n khd ndng l6i xe vd vQn

hdnh m6y m6c. Tuy nhi€n, bQnh nh6n cdn luu ! vi thinh
thodng c6 th6 xiy ra ch6ng mit ho6c m6t moi khi su dUng

thutic.

Pltry nir cd thai vd cho con bil
- Kh6ng n6n dtng IRBELORZED 150/12,5 khi dang mang

thai, c6 ktl hogch mang thai hay dang cho con bri.

- CAn th6ng b6o v6i b6c si n6u dang mang thai, dang cho

con brl hay c6 kti hoach mang thai tru6'c khi dtng thuric

ney.

KHr NAO CAN THAM VAN sAC Si, DU'qq,Si

Nguoi bQnh sri dgng thutic khdc khi clang diQu tri voi
IRBELORZED I5OII2,5. , I:

Ngudi bQnh dang thgc hipn chd dQ 6n it mudi.
Nguoi bQnh c6 c6c d6u hiQu nhu: kh6t nu6c b6t tftu'ong,
kh6 miQng, mQt m6i, bu6n ngt, dau co hay chuQt rfit, nOn,

bu6n n6n; hay tim d4p nhanh b6t thud'ng. ;
Nguoi bQnh bi t[ng nh4y cdm vdi 6nh ning, bi€u hiefirld d6

bi ch6y ning (dd, ngfa, sung vd ph6ng rQp da) hon$inh
thudng. iz..

Nguoi bQnh chuAn bi tdm ph6u thuflt hoac duo.'c gdy t6'Jgay

m6. n:i-.
Nguoi bQnh bi dau mit, thay d6i tdm nhin, c6 th6 d5n {p}
glaucom, tdng nhdn 6p.

Phr,r nii mang thai ho{c c6 kii hoech mang thai.
Phu nfi'cho con bri.

Ndu ciut ilftm iltAng fin
xin hdi ! kidn bic si lroilc drqc si.

HAN DUNG CUA THU6C:
36 th6ng k6 tu ngdy san xu6t

sAN xuAr r4r:

lN,\t rr \rilLri liL l \t \ 
\

cONc rY co PHAN DU'oc PHAM sAVr . )

(s,aurrrharm J.S.C) l.

LO Z.0l-02-03a khu C6ng nghi€p trong khLr ChC xu6t 't'An

Thufln, phudng T6n Thudn Ddng, qu4n 7, thdnh ph6 H6
Chi Minh.
DiQn tho4i: (84.8) 37700 1 42-143 - | 44
Fax: (84.8) 37700145

NGAY XEM XET SIIA OOl, CAp NHAT LAr NQr
DUNG HI/ONG OAN Sr/ DUNG rHU6C:

\
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Dr/oc LUc HQC

IRBELORZED 300112,5 thu6c nh6m thuiic t6c dgng tr€n
hd tim mach kiit hqp gita m6t ch6t a6i mrang'th-u th€
angiotensin II (irbesartan) vd m6t thu6c loi tiiSu nh6m
thiazid (hydroclorothiazid).

ME ATC:C09DA04

Irbesartan ' ,

Irbesarran.lh Cn6t aOl kh6ng thp thti typ I cta angiotensin
II. Enzym chuytin angiotensin (ACE kininase II;
Angiotensin Converting Enzyme kininase II) xttc t6c
angiotensin-I tao thdnh angiotensin II, ld ch6t co m4ch
ch(nh cta hQ renin-angiotensin vd kich thfch vd thugng
thfln t6ng hgp vd ti6t aldosteron. Aldosteron gdy tai h6p thu
nudc vd. ratri, cu6i cirng li t6ng huy6t 6p. Irbesarlan gtn
chon loJ vdo thu th6 ATr (6i lgc mgnh g6p 8SOO lAn so voi
thuiqhf AT2) cia angiotensin II ldm phong b6 t6c dqng co
mq$,vd bai tiet aldosteron.

Irbesartan ldm gidm huy6t ap nhung tAn st5 tim thay a6i r6t
f[.Irlesartan kh6ng ric chiS ACE, nhu vfly kh6ng rlc ch6 sg
gi6ng h6a bradykinin vd c6c kinin kh6c, n€n kh6ng gAy ho

dt0 Oang v6n gflp ph6 Ui6n d cdc thur5c ric ch6 enzym
chuy6n. Khi dirng irbesaftan don dQc v6i liAu khuy6n c6o,

kali huytit kh6ng thay aOi Oang te O Uqnl nhAn kh6ng c6
4.,

nguy co rol loan olgn gral.

Hydroclorothiazid
Hydroclorothiazid ld thu5c lgi ti6u nh6m thiazid giy ric
ch6 tai hAp thu c6c ion natri vd clorid d 6ng luqn xa, ldm

t6ng bdi ti6t natri clorid vd kdo theo nudc; t[ng sy bdi titit
c6c chAt diQn gidi kh6c, tl6c biet la kali vd magnesi; gidm

bai ti6t calci. Hydroclorothiazid cfing ldm gidm hoat tfnh

carbonic anhydrase ndn ldm tang bai tii5t bicarbonat nhung
y6u hon so vdi t6c dr,rng bdi ti6t ion clorid vd kh6ng ldm

thay d6i d6ng k6 pH nuoc ti€u. C6c thuOc lqi titiu thiazid

c6 th6 cfrng tdm gidm t6c dQ lgc cAu thqn. T6c dgng loi ti6u

mric dQ vua phdi, do khodng 90% ion natri dd duqc tdi h6p

thu trudc khi d6n ting lugn xa lA v! tri c6 t6c dqng cta
hydroclorothiazid.

Hydrocloroth iazid cb .titc dlrng h4 huy6t 6p, trudc ti€n c6 l€

do gidm thC tich huyt5t tucrng vd dlch ngo4i bdo li€n quan

dtin sU bdi niQu natri. Sau d6 trong qu6 trinh dtng thu6c,

tdc dyng ha huyiit 6p tty thuQc vdo sr,r gi6m sric cdn ngo4i

vi, th6ng qua sU thich nghi dAn cta c6c m4ch m6u trudc
', ,l

tinh trAng gi6m n6ng dQ ion natri. T6c dgng h4 huy6t 6p th6

hiQn chflm sau I - 2 tuAn, t6c dgng lqi tieu xdy ra nhanh sau

vdi gid.

Chung

Thuiic tilt hqp hai hoat ch6t irbesartan vd

hydroclorothiazid, c6 tinh cQng hqp trong t6c dung ch6ng

tdng huy6t 6p.

C6 le do t6c dung chgn phong t6a hoat dQng cria h€ renin-

angiotensin-aldosteron, n6n khi k6t hop vdi irbesartan l2rm

dao ngugc t6c dung rnAt kali cria thu6c lqi tii5u.

HiQu qui cria thulic xudt hiQn trong I - 2 tuAn sau li6u dAu
ti6n vd rlat hi6u qud ttii da sau 6 - 8 tuAn ru khi brt dAu tti€u
tri.

DUqC DONG HQC

Ph6i harp irbesartan vd hydroclorothiazid kh6ng ldm thay
dOitintr chAt dugc d6ng hoc crla cd hai thu6c so voi khi sri
dgng ri€ng rE.

Hdp fiu
Irbesartan h6p thu nhanh qua 6ng ti6u h6a vOi sinh khd
dgng ttr 60yo - 80yo, thric dn kh6ng ldm thay d6i nhi6u dtin
sinh khd dpng. N6ng d0 dinh irbesarran trong huy6t tuong
dat khodng I - 2 gid sau khi ui5ng, n6ng dQ trong m6u dat
trang th6i cdn bing 6n dinh sau 3 ngdy dung thu6c.
Sau khi uiing, hydroclorothiazid h6p thu tuong d6i nhanh, r{,
khoing 65%o -75o/o li€u sri dqng. t! 16 ndy c6 th6 giam o
nguoi suy tim. Thric dn c6 thii ldm gidm sg hAp thu cua rt:

hydroclorothiazid.

PhAn bd
Irbesartan li6n kiit khodng 96%o voi protein huytlt tu'ong.

The tich ph6n b6 khoing 53 - 93 lit. _i
Hydroclorothiazid tich lfly trong h6ng cAu; 40 - 68% lien ! "-
t<iit vOi protein huyi5t tuong. Hydrocloroth iazid di qua hang 

{rr'
rdo nhau thai, ph6n b5 vd dat n6ng d6 cao tr.ong thai nhi. -i,-;;r
Hydroclorothiazid kh6ng qua hdng riro m6u nlo va co bai l-??{
tii5t vdo sila mg. NG T
Ctruyiin hda pHA
Irbesartan chuy6n h6a d gan qua qu6 trinh oxy h6a vd li€n C pH
hqp vdi glucuronic. Irbesartan duo. c oxy h6a ch[ y6u qua r\I r
qua x0c t6c cria isoenzym CYP2CT cua cytochrom P+so. r r' v
Hydroclorothiazid kh6ng bichuydn h6a. affi
Thdi trtr \::a
Irbesartan vd c6c sdn phAm chuydn h6a duo. c tldo thai qua .4
mflt vd nudc tii5u. Sau khi u6ng irbesartan d6nh d6u bing

'oC, thAy khoing 2OYo luqng thu6c thii tru qua nuoc ti6u, 
,,(fr

phAn cdn lai (khoing 80%) qua phdn, dudi 2o/o cia li€u ddo ,r.

inai quu nuOc tleu aang ttOng'bi6n dOi. Nua cloi rhai rru' i\:
cta irbesartan li I I - 15 gid. 1;

Hydroclorothiazid thii trt qua th4n, phAn 16rr dudi dang );
khdng chuy6n h6a. it ntrAt 617i, li€u u6ng thai tru du6i \
dpg khOng d6i trong vbng 24 gio. Nua doi thai h'ir cira

hydroclorothiazid khodng 9,5 - l3 gio, nhung c6 thd k6o

ddi d trudng hqp suy thfn.

Duqc ctQng hpc cfia nltitng tru'dng hqp tlqic bi(t
Ngudi suy th,in; 6 ngudi suy thfn hay thAm ph6n rndu, cac

th6ng s6 dugc tlQng hgc cia irbesartan kh6ng thay rl6i

d6ng k6. Ibesartan khdng bi lopi b6 bang thAm ph6n m6u.

6 ngudi b€nh c6 dd thanh th6i creatinin < 20 ml/phirt, nua

ddi thai tru cta hydroclorothiazid t6ng l6n di.n 2 | gio.

Ngudi suy gan: A ngudi b€nh xo gan nhq dtin trung binh,

c6c th6ng s6 dugc tlQng hqc cta irbesartan khOng thay dOi

d6ng k6. Chua c6 nghi€n cfu tr€n d6i tuong suy gan ndng.

CHi DINH DIBU TRI

Di6u tri tdng huyiSt 6p nguy0n ph6t.
[,l,
w
I
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Chi dinh di6u tri d nhftng bQnh nhdn tdng huytit 6p kh6ng

ki6m so6t duqc huy6t 6p khi dtng don dQc irbesartan hopc

hydroclorothiazid.

LITU LU,QNG VA CACH DUNG

Cdch dilng:
Dtng duong ui5ng. C6 th6 u6ng thulic trong hoflc ngodi

biia 5n. C6c thdi cli,5m sir dgng thu6c n6n giting nhau giiia

c6c ngdy. NOn uting thu6c vdo bu6i sang.

HiQu qud dat tlugc ti5i da sau 6 - 8 tuAn diAu tri.

C6 the ki5t hqp vdi thu6c di6u tri tdng huyi5t 6p kh6c nhu

c6c thu6c thuQc nh6m chqn k6nh calci vd chgn p.

Lidu lugng:
Li€u th6ng thudng: I - 2 vi€n/ngdY.

Trd em

HiQu qui vd tinh an todn cta thutic chua ilugc thi6t lflp d

tr6 em du6i l8 tu6i.

Ngdi cao tuiii
Kh6ng cAn thiiit hiQu chinh li6u dtrng d nguoi cao tu6i.

B€nh nhdn suy gan

Kh6ng cAn hiQu chinh li€u dtng d bQnh nhdn suy gan nhg

vd vfra.

Sri dung thu6c thfln trgng d ngudi bQnh suy gidm chric

ning gan.

Ch6ng chi dinh sri dgng thutSc cho ngudi suy gan nflng.

B€nh nhdn srry thQn

DO thanh thdi creatinin Cl". > 30 ml/ph0t: Kh6ng cAn hiQu

chinh li6u dtng cta thu5c.

Chdng chi ttinh sir dqng d ngudi bqnh c6 d0 thanh thai

creatinin Cl.. < 30 mt/ph[t.
B€nh nhdn bi gidm thii ttch mdu (nhr miit muiii vd nudc)

BQnh nhdn cAn y,l[i ctugc didu tri tinh trgng ndy trudc khi

dirng thui5c.

CHONG CHi DTNH

Qu6 m6n vOi irbesartan, hydroclorothiazid, c6c ddn ch6t

sulfonamid ho{c b6t k} thdnh phAn ndo cta thutic.

Suy th4n n6ng (d0 thanh th6i creatinin < 30 ml/ph0t)
... :
I leu KnO, vo nl9u.

Tdng calci huy6t, h4 kali huytit dai ding
Suy gan n[ng, r] mQt vd xo gan mflt

Dtrng IRBELORZED l50/12,5 d6ng thdi voi c6c sdn phAm

c6 chri'a aliskiren d ngudi b€nh dei th6o <luong hay suy

thfln (d0 lgc cAu th6n < 60ml/phriU1,73 m2)

Phq nii mang thai

Phg nir dang trong thdi ky cho con bt
cANg BAO VA THAN TRQNG KHT STIDUNG
Cic tinh trgng cin thQn trgng khi ding thudc
Irbesartan

O nh[ng ngu]i bQnh bi gidm the tich m6u nhu mAt mutii vd

nudc do dr)ng thutic lqi ti0u m4nh, ti6u chiy hoflc n6n k6o

ddi, c6 th6 xdy ra hp huytit 6p triQu chri'ng, dic bi6t sau khi
u6ng li6u dAu ti6n. CAn ph6i tli€u tri nhfrng b6t thudng ndy

trudc khi dtrng irbesartan.

V61 nguoi bQnh bi hep dQng m4ch thQn m6t b€n hoic hai

b6n, khi dtng irbesartan c6 nguy co ha huytSt 6p m4nh vd

suy gi6m chirc ndng th4n.

CAn thfln trQng d nhtng nguoi bQnh suy th4n vd ghep th;rn'

Phdi tlinh k! ki6m tra kali vd creatinin huy6t.

Tinh tr4ng t6ng kati huyi5t cO thC glp trong qrrd trinh diau

tri vdi irbesartan, dfc biEt khi c6 suy thfln, protein ni€u li€n

quan dr5n th4n do d6i thrio duong valho[c suy tim. CAn phai

lu0n ki€m tra kali huytit O nhtng ngudi bQnh ndy.

Tr6nh ph6i hqp lithi vd irbesartan (xem thAm Tuo'ng tdc

thu6c)

Dtng irbesartan phdi d{c biQt than ffgng trong c6c bQnh:

Hgp van dQng mgch chrl, hep van hai 16, ho{c bqnh co- tim

phi clqi tic ngh6n.

Nguoi bQnh cudng aldosteron nguy€n ph6t thuong kh6ng

d6p ung vdi ciic thudc ch6ng t[ng huytit 6p, lo4i tAc dung

qua irc ctrti ne renin - angiotensin. Vi vfy cfing kh6ng n€n

dirng angiotensin cho nhilng nguo'i bQnh ndy.

Ngudi bQnh c6 truong lgc thdnh m4ch vd chuc ndng th4n

phu thu0c chri y6u vdo hoat dQng cria h0 ren in

angiotensin - aldosteron (thi dU ngudi bQnh bl suy tirn sung

huy6t n6ng hoflc bqnh th6n nhu hEp dQng m4ch thQn), viQc

di€u tri b[ng cdc chAt tc ch6 enzym chuy6n hodc c6c chAt

A6i firang thU thii angiotensin Il t6c d6ng tr0n h6 dd ttrng

th6y c6 tinh tr4ng h4 huyiit 6p cdp, tdng nitrogen huy6t,

giim niQu ho{c hiiSm hsn ld suy than cAp. Nhu v6'i btit kj'

thu6c chdng tlng huyiSt 6p ndo, su'ha dQt ng6t huytit ap d

nhtng ngudi bEnh tim thi6u m6u cuo b0 ho4c b6nh tim

mach thitiu m6u cgc b0 c6 th6 ddn dtin nhdi rn6u co tirn

hoic tai bii5n mach m6u ndo.

Hydroclorothiazid
Phai dinh k) theo d6i dien gidi trong huy6t thanh vd nu6c

tii5u, nh6t li ngudi bQnh dtng corticosteroid, ACTII
(Adenocorticotropic hormone) ho[c digitatis, quinidin

(nguy co xoin dinh gdy rung thAt); benh nh6n ndn hoflc

dang truy6n d!ch.

Suy thfn: Tdng ur6 huytit vd c6 th6 ldm suy gidnt th€rn

chric n6ng thqn.

Suy gan: DE bi hOn m€ gan.

Grit: BQnh n6ng hon.

D6i th6o ducrng: Chri f diCu chinh thul5c (insulin, thu6c ha

glucose huyi5| vi thu5c c6 th6 ldrn t6ng glucose huyiit.

T6c dpng h4 huy€t 6p t6ng l6n d nguoi bQnh sau cat b6 thAn

kinh giao cdm.

Tdng cholesterol vh trigtycerid trong miiu. Vi v4y, cAn th6n

trgng d nguoi c6 triglycerid trung binh ho{c cao; ngutri co

triglycerid m6u cao. Chri j dtng thu6c o nguoi cao tu6i vi

dE mAt c6n bing dien gi6i.

BQnh lupus ban dd todn thdn (SLE: Systemic' lupus

erythematosus): BQnh c6 th6 nflng l6n.

Hydroclorothiazid c6 th6 cho phdn ung duong tinh v6i
thutic thri doping.

Nhfrng ngudi bQnh dA bi di [rng n6n thqn trong voi nhring

ch6 phAm c6 chria hydroclorothiazidhay c6c sdn phArn crl

ngu6n gi5c sulfonamid vi c6 th6 gay phan 0'ng kitiLr di Lrng

nhu ld qu6 m6n vd nguy hitim.

Do sU hiQn diQn cia lactose trong ch(i phdm, ngLloi bqnh cri.: -: : ,. : 'vdn dC v€ di truydn hi6m gflp nhu kh6ng dung n4p

l/
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galactose, khdng dung nap fructose do thi6u hgt enzym
Lapp-lactase, riii loan hAp thu glucose-galactose c6 th6 gip
ciic triQu chrlng vA kh6ng dung nap lactose. Do 116 kh6ng
n6n k6 don thuSc ndy.

Ctic khuydn ctio ctilng tttuiic cho phq nt cd thoi vd cho
con brt

Trudng ho'p c6 thai
O ba th6ng dAu thai k|, chiSng chi dinh irbesartan do th4n
trgng. Trong ba thring giffa vd ba th5ng cu6i thai ky,
irbesartan gdy dQc cho thai (gidm chrlc ndng th6n, it nuOc

6i, ch6m c5t h6a xuong s9) vd gdy dQc cho tr6 so sinh (suy
thfln, ha huyi5t ap, t6ng kali huyi5t).

C6 nhi6u th6ng b6o chfng minh c6c thuiic lqi ti6u thiazid
d6u qua nhau thai vdo thai nhi gAy ra r6i loan di6n gini,

" ..: .L .gidm ti6u c6u vd vdng da d trd so sinh.

Ch6ng chi dinh sri dgng thu6c cho phg n[ mang thai. Khi
phrit hiQn c6 thai, phdi ngirng thu6c vd thay bing thu6c
kh6c. Ntiu dE dtng thu6c trong thoi gian dii, cAn ki6m tra
chgp s,2 vd chrlc n6ng thQn, si€u 6m cho thai nhi.

Trud'ng hqp cho con bil
Chua rO irbesartan c6 bdi titit vdo sira mg hay kh6ng.

Hydroclorothiazid di viro trong siia m9 vdi tuqng c6 th€

gdy hgi cho <hi'a trd vd ric chti sp titit s['a.

Ch6ng chi dinh sri dpng thu6c cho phu nt trong su5t thdi
k! cho con bf.

Ttic ttQrtg cittr thuiic khi ltii xe vd vQn hdnh mtiy mdc

Thu6c khdng gdy dnh hudng l€n khd ndng l6i xe vd vfln

hdnh m6y m6c. Tuy nhi6n, thinh thodng c6 th6 xdy ra

ch6ng m{t hodc mQt m6i khi sri dqng thutic.

TIJONG TAC CUA THUOC VOI CAC THU6C
KHAC vA CAC LoAI TUoNG TAC KHAC

C6c thu6c ha huy6t 6p khric: ldm tdng t6c dung ha huy6t rip

cta IRBELORZED l5}ll2,5 khi dirng d6ng thdi.

Irbesartan vd hydroclorothiazid (vdi li€u l6n d6n 300 mg

irbesartan vd 25 mg hydroclorothiazid) clugc chring minh

ld an to2rn khi ktit hgp vdi c6c thu6c h3 huyilt 6p kh6c nhu

chgn k6nh calci vi chgn B. Vi€c chi dlnh irbesartan hay ktlt

hgp irbesartan vd hydroclorothiazid d nguoi bQnh dd s&

dung thu6c lqitieu li6u cao tru6c d6 c6 th€ g6y ra gidm thti

tich dich vd nguy ccr h4 huy6t 6p qu6 mftc, trir khi th6 tich

dich dA duqc diCu chinh trudc.

Irbesartan

C6c chAt ric ch6 ACE hay c6c ch6 ph6m c6 chri'a aliskiren:

C6c thu nghiQm l6m sdng cho th6y viQc dtng d6ng thdi c6c

ch6t cO tac dqng chgn phong tda hoqt dQng cria hQ renin-

angiotensin-aldosteron (nhu aliskiren, chAt ric ch6 eCp,
ch6t trc chti thu th6 angiotensin II) ldm gia tdng c6c phdn

ung c6 h4i nhu: hp huy6t 6p qu6 mfc, t6ng kali huyiit vd

ldm suy gidrn chuc n6ng thQn.

86 sung kali ho{c thu6c lqi ti€u gi[ kali: Dtng d6ng thdi

vdi irbesartan c6 th6 gdy tdng kali huyi5t.

Lithi: Tang n6ng dQ trong m6u vA tdng dQc tinh cria lithi,

n6n tr6nh phi5i hqp. N6u cAn phi5i ho.p, phdi theo d6i ch{t

ch€ ndng dQ tithi huy€t.

C6c thur5c ch6ng vi6m kh6ng steroid: Dtrng d6ng thdi voi
irbesartan ldm gidm tric dung ha huytft iip. Irbesartan dirng
vdi c6c thu6c chr5ng vi6m kh6ng steroid kh6ng chon lgrc

ldm tdng nguy co t6n thuong chric ndng thdn, c6 th6 dhn
d6n suy thfln c6p vi tdng kali huyrit, d6c biQt d nhimg
nguoi b€nh dd c6 suy chric n[ng thdn tir tru6'c. ph6i th6n
trgng khi ptrOi hqp, dic biqt d nguoi cao tu6i. Nguoi b€nh
phdi tlugc u6ng nudc dAy dri vd theo dOi chfc ndng rlr6n
sau khi bat dAu ptrOi hgp vd dlnh kj,sau d6.

Trong c6c nghiOn crlu ldm sdng, duoc d6ng hoc cira
irbesartan kh6ng bi Ui6n d6i khi dtng d6ng thoi voi
hydroclorothiazid.

Kh6ng th6y tuoxg tdc dugc lgc vd dugc clQng giira
irbesartan vd warfarin.
C6c ch6t cim ring CYP2C1 trOn duoc d6ng hgc cia
irbesartan chua dugc ilinh gi6.

Dugc tlQng hoc crla digoxin kh6ng thay d6i khi u6ng cirng
vdi irbesartan.

Hydroclorothiazid
Rugu, barbiturat hodc thuric ngt gdy nghi6n: Tang ti6rn
n6ng ha huy6t ap thii dung.

Thu6c ch5ng d6i th6o duhng (thu6c utlng vd insulin): CAn

phdi di6u chinh li6u do tdng gtucose huytit. ''t

I

i+

Corlicosteroid, ACTH, salbutamol, carbenoxolo

amphotericin B ho{c reboxetin: Ldm tang rn6t diqn

dflc biQt ld gidm kali huy6t.

C6c amin tdng huyiit 6p (vi du norepinephrin)
gidm d6p ung vdi amin t6ng huytit 6p, nhung
ngf,n cirn sri dqng.

vi gia

./,

.'r,u

Thuiic gi6n co (thi dp tubocurarin): Co th6 lam rang df
fng vdi thu6c gi6n co.

Lithi: Kh6ng ndn dirng cirng voi thu6c loi tit-Au,

thanh thdi lithi d than vd tdng dQc tinh cia chdt ndy

Thudc ch6ng vi6m khOng steroid: C6 th6 ldm gidm tdc

dgng lqi tiriu, natri niQu vd tac dgng h4 huy6t 6p cria thiazid
d mQt s6 ngudi bQnh. Vi v4y n6u dirng cirng, phai theo cl6i

dri xem c6 dat hieu qud lqi tiOu kh6ng.

Quinidin: DC gay xoin clinh, ldrm rung th6t gdy tir vong.

Thiazid ldm gi6m t6c dqng cta c6c thu6c ch6ng d6ug mriu,

thu6c chfta bQnh grit.

Thiazid ldm ting t6c dgng thutic gAy m6, glycosid, vitamin

D.

Nhga colestyramin vd colestipol: CO tiCm nang gan thu6c

lqi ti6u thiazid, ldm gi6m sg hAp thu thu6c ndry qua duo'ng

ti6u h6a.

Hydroclorothiazid ldm tang dQc tinh cia digitalis vd t6ng

nguy co lo4n nhip vdi nh0ng thudc k6o ddi khoing QT nhu

astemizol, terfenadin, halofantrin, pimozid vd sotalol.

Allopurinol, tetracyclin: DQc tinh ting khi dtrng cirng vdi

thiazid.

Thiazid ldm t[ng t6c dgng phq cta amantadin.

Mu6i calci: Thu6c lqi ti6u thiazid ldm t6ng n6ng dQ calci

huyiit do gidm bdi ti6t. Khi sir dqng ctng voi mu6i calci,

cAn theo d6i ch{t ch€ n6ng d0 calci huyiit va di6u chinh

Ii€u khi cAn thitit.

I
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ThAn kinh: Di cdm, r6i loan gi6c ngir, trArn cdrm.

Da: Vi6m mach, ban, xuAt huy6t, h6ng ban tla d4ng, vi6rn

da, ho4i tir thugng bi nhi6m dQc, hQi ch[Lng Stevens -

Johnson.

Gan: Vi€m gan, vdng da f mat trong gan, vi€m tpy.

H6 h6p: Kh6 thd, vi€m phi5i, phir ph6i (phan ring phdn vQ),

suy no nap.

Sinh dqc, ti6t niQu: Suy thfn, vi6m thfln ke, li6t duong.

vtit: tvto mit.
Phdn ung tlng acid uric huytit, c6 thd khoi ph6t con b€nh

gtt ti6m tdng. C6 thii xAy ra ha huy6t dp tu th6 khi ding
tl6ng thoi vdi ruqu, thudc m6, thu6c an thAn.

Hu6ng d6n c6ch xri tri ADR
Irbesartan: C6c ADR it xdy ra, thuong nhg kh6ng cAn xir tri
dic biQt. NiSu bit dAu dtng thu6c n€n chri ;i di6u tri giam

tfr6 tictr m6u n6u c6.

Hydroclorothiazid: M6l nu6c vdr diQn giii c6 th6 g6y ha

huy6t ap, ki6m chuy6n h6a, hq kali huy6t, natri huy6t. CAn

ki6m tra diQn gidi cl6 vd bn l4i lugng nuoc v2r di€n giai d6

mdt. Nguoi c6c bQnh mpch vdnh, bqnh tim thi6u mdu cuc

bQ rdt nh4y cdm vdi m6t kali va c6 nguy co loan nhip;
nguy co cao khi n6ng dQ kali huy6t du6'i 30 mEq/lit, n€n

dugc ki6m tra cAn thfn vd cdn bing diQn giai vd cAn bu

kali.

euA Lrtu vA cAcH xU'rni
Khi gflp qu6 li6u irbesartan, triQu chrlng lAm sdng c6 th6

gpp ha huy6t ap vd nhip tim nhanh, chflm nhip tim d6i khi
- , ,. : .

cung co tne xay ra.

Qu6 li€u hydroclorothiazid ldm r6i loan di€n giai (ha kali
m6u, ha ion clorid m6u, h4 natri m6Lr) vd m6t nu6'c do bdi

ni6u nhi6u. C6c triQu chring thuong gdp ld bu6n nOn vd mQt

mdi. N6u dang di:ng digitalis ho{c thu6c ch6ng loan nhip,
gi6m kali m6u ldm t6ng loan nhip tirn.
Cdch x* tri:
B€nh nh6n cAn dugc theo d6i chAt ch6, di€u tli tri6u chu,ng

vd h5 trq. C6ch xri tri phu thuQc vdo rhoi gian k6 ttr ttrc

bQnh nhdn dtrng qu6 li€u thu6c vi mfrc d6 nghi€m trong
cria triQu chring. MQt s6 biQn ph6p duoc goi ! nhu gdy n6n

vd/ho{c rfta dg ddy, sri dpng than hoat tinh. Theo dOi

thudng xuy6n diQn gidi trong huytit thanh vd n6ng dQ

creatinin. Ntiu ha huyiit ap xdy ra, b€nh nhdn cAn duo. c dat

nim ngira vd bir lgi nhanh ch6ng luo-ng nudc va chAt diQn

gidi. ThAm t6ch lgc m6u kh6ng loai bo dugc irbesartan vir
luqng hydroclorothiazid dugc loai b6 chua duo-c xdc dinh.

Tp. Hd Chi Minh, y 4 thang 2 ndm20 17
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Thiazid ldrn gidm bdi ti6t qua than cta ciic thuiic g6y tlQc til
bdo (nhu cyclophosphamid, methotrexat) ndn ldm t6ng t6c

, A,.
dpng ric ch6 tuy cta c6c thu6c ndy.

C6c ch6t kh6ng cholinergic (nhu atropin, beperiden): Ldm

t6ng sinh khd dgng cia hydroclorothiazid do gidm nhu

dQng ruQt vd ldm r6ng d4 ddy.

Thiazid ldm tdng t6c dgng tlng glucose m6u cta thu6c

chgn beta vd diazoxid

Th6o dugc: Cam thdo gdy gift nudc, natri, t[ng mAt kali.

N6u dtrng hydroclorothiazid tt6 chita t[ng huyt5t 6p, n€n

tr6nh dDng duong quy vi duong quy c6 ho4t tinh oestrogen

(gdy giii nudc) vd duong quy c6 th6 cfing gdy nh4y cim
6nh s6ng. Tr6nh dtng hydroclorothiazid cirng vOi ma

hoing, nhAn sdm, yohimbe vi c6 th€ ldm cho tlnh trpng cria

bQnh tdng huy6t ap trd n6n xAu hon.

TAC DUNG KH6NG MoNG MU6N (ADR)

Th6ng tin t6c dgng kh6ng mong mu6n cia tung hoat ch6t

trong thu5c:

Irbesortan

ADR thuong nhg vd tho6ng qua.

Thlrong gqp, ADR> l/100,
Ch6ng mdt, nhuc tldu vd h4 huy6t 6p th6 dfng li€n quan

d€n dtng li€u.
C6 the xay ra tpt huy€t 6p, tl4c biQt d nguoi bi gi6m th6 tich
m6u (vi dq nguoi bQnh ctang dtrng thu5c lqi tiiiu lidu cao).
Suy th4n vd giim huytit 6p ndng khi c6 hgp dQng mpch
thfln hai bdn.

it gdp, l/1000 < ADR < 1/100
Ban da, ngria, mdy day, pht m4ch, t6ng enzym gan, t6ng

kali huy6t, dau co, tlau kh6p.

Hi€m gip @DR <1 / 1.000)
Ho, r5i lo4n h6 h6p, dau lung, rdi lo4n ti6u h6a, m6t m6i,
gi6m b4ch cAu ftung tinh.

H!droclorotltitrzitl
T6c dr,rng phy dugc sap x6p theo tAn suAt:

Thw'ng gQp, ADR> l/100
Todn th6n: M€t mdi, hoa mit, ch6ng m{t, ctau dAu.
TuAn hoAn: H4 huy6t 6p thii tttrng
Chuy6n h6a: Gi6m kali huy€t, tang acid uric huy6t, t6ng
glucose.huy6t, tdng lipid huy6t (d li€u cao).

It gqp, 1/1000 < ADR < 1/100
TuAn hodn: Ha huy6t 6p th6 dtmg, loan nhlp tim
Ti6u h6a: Bu6n n6n, ndn, ch6n 6n, t6o b6n, ti€u chdy, co

thit ruQt.

Da: Mdy day, ph6t ban, nhi6m cdm 6nh s6ng.

Chuyiin h6a: H4 magnesi huy6t, h4 natri huy6t, tlng calci
huyilt, ki6m h6a gidm clor huy6t, h4 phosphat huyiit.

Hidm g\p, ADR <t / 1.000
Todn thdn: Phin ring phdn vQ, s6t.

M6u: Gidm bach cAu, mAt b4ch cAu hqt, giim ti6u cAu,

thi6u m6u bAt san, thi6u m6u tan huy6t.
.:r'
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