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Irbelorzed 150/12,5

Ry Thuéc bén theo don

IRBELORZED 150/12.5

Irbesartan 150 mg
Hydroclorothiazid 12,5 mg
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STORAGE : Keep in a dry place, do not store above 30°C. Protect from light.
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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim IRBELORZED 150/12,5

% Thudc bdn theo don
Dé xa tim tay ciia tré em
Doc kj hwdng din siv dung trwdc khi ding
Thong bdo ngay cho bic si hodc dwge si nhitng tic dung khéng mong muén gdp phii khi sir dung thuéc

A. HUONG _DAN SU DUNG THUOC CHO

NGUOI BENH

THANH PHAN, HAM LUQNG CUA THUOC

- Irbesartan ........c.oceeveeiiiiccccee e 150 mg
- Hydroclorothiazid...........ccccovvviiiiivicnnnnn, 12,5 mg
~Taduge vira GU....ooovveveeiicieecieceeee 1 vién

(Lactose monohydrat, celulose vi tinh thé 101, tinh bét
bién tinh, natri croscarmelose, magnesi stearat, silic
dioxyd keo, hypromelose 6cps, polyethylen glycol 6000,
tale, titan dioxyd, sdt oxyd do, sdt oxyd vang)

MO TA SAN PHAM

Vién nén dai, bao phim mau ndu, hai mét khum, mot mit
tron, mdt mit c6 chit SVP, canh va thanh vién lanh lin.
QUY CACH PONG GOI:
Hoép 3 vi x 10 vién
THUOC DUNG CHO BENH Gi:
IRBELORZED 150/12,5 dugc dung d¢é didu trj ting huyét
4p & nhitng bénh nhan khong kiém soét dugc huyét ap khi
dung don dgc irbesartan hay hydroclorothiazid.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU
LUQNG:
Cdch ding:
Dung duong udng. Co6 thé ubng thude trong hodc ngoai
bita &n. Cac thox didm st dung thubc nén gidng nhau gitra
céc ngay. Nén ubng thudc vao budi sang.
Thudc phai dugc ding ding theo huéng din cua béc si.
Liéu luong:
Liéu thong thuong: 1 - 2 vién/ngay
KHI NAO KHONG NEN DUNG THUOC NAY:
Ngudi bénh & cac truong hop sau khdng nén st dung
[RBELORZED 150/12,5:
- Qué mAin vdi bt ky thanh phan nao cta thudc
- Suy gan, suy thin ndng
- Tiéu kho, v niéu ’
- Tang calci huyét hay ha kali huyét ‘
- Déi thao dudng hay suy than nang dang duoc dicu tri voi

thudc ha huyét 4p c6 chua aliskiren
- bang mang thai hodc dang trong thoi ky cho con ba.
TAC DUNG KHONG MONG MUON (ADR)
Lién quan dén irbesartan
ADR nhe va thoang qua.

Thuong gdp, ADR > 1/100

Chong miét, nhuc d4u va ha huyét ap thé dimg.

C6 thé xay ra tut huyét 4p, dic biét & ngudi b giam thé tich
méu (vi du ngudi bénh dang dung thudc loi tiéu liéu cao).
Suy than va giam huyét 4p ning khi c6 hep dong mach
than hai bén.

It gap, 1/1000 < ADR < 1/100
Ban da, nglra, may day, phii mach, ting enzym gan, ting
kali huyét, dau co, dau khép.

Hiém gdp, ADR <1/1.000
Ho, réi loan hd hép, dau lung, réi loan tiéu hoa, mét moi,
giam bach cdu trung tinh.
Lién quan dén h ydroclorothiazid
Tac dung phu dugc sip xép theo tan suét:

Thwong gap, ADR > 1/100
Toan thin: Mét moi, hoa mét, chong mat, dau dau.
Tuén hoan: Ha huyét 4p thé ding.
Chuyén héa: Giam kali huyét, ting acid uric huyét, tang
glucose huyét, tang lipid huyét (¢ lidu cao).

It gap, 1/1000 < ADR < 1/100
Tuén hoan: Ha huyét 4p thé dung, loan nhip tim
Tiéu héa: Budn nén, ndn, chan &n, tio bon, tiéu chay, co
thit rudt.
Da: May day, phét ban, nhiém cam 4nh sang.
Chuyén héa: Ha magnesi huyét, ha natri huyét, ting calci
huyét, kiém héa giam clo huyét, ha phosphat huyét.

Hiém gap, ADR <1/1.000
Toan than: Phan mg phan vé, sbt.
Mau: Giam bach cdu, mit bach ciu hat, giam tiéu cdu,
thiéu mau bét san, thiéu mau tan huyét.
Than kinh: Dj cam, réi loan gidc ngu, trdm cam.
Da: Viém mach, ban, xudt huyét, hdng ban da dang, viém
da, hoai tir thuong bi nhiém doc, hoi chung Stevens -
Johnson.
Gan: Viém gan, vang da (r mat trong gan, viém tuy.
Hb6 hip: Khoé thd, viém phdi, phu phdi (phan tng phan vé),
suy ho hép.
Sinh duc, tiét niéu: Suy than, viém than kg, liét duong.
Miét: Mo mat.
Phan (g tang acid uric huyét, c6 thé khoi phét con gur. Cé
thé xay ra ha huyét ap tu thé khi dung ddng thoi véi ruou,
thuéc mé, thudc an than.
NEN TRANH DUNG NHUNG THUOC HOAC THUC
PHAM GI KHI PANG SU DUNG THUOC NAY
Cén thong bao ngay cho béc st hay duoc si néu dang sur
dung thudc va thuc pham sau day:
- Thubc c6 chira lithi
- Thubc @c ché enzym chuyén angiotensin (ACE:

Angiotensin converting enzym)

- Aliskiren
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- Céac thudc ha huyét 4p; cac steroid; thudc trj ung thu;
thubc giam dau; thudc tri viém khép; nhua trao ddi
colestipol, colestyramin

- Céc ché phdm, thuc phim bd sung kali.

- Céc thudc 1oi tiéu khac hay thudc loi tidu tiét kiém kali

- Thubc nhuén trang

- Thudc tri gt

- Thuc phdm bd sung vitamin D

- Thudc trj loan nhip tim

- Thudc tri dai thdo duong (insulin va cac thudc trj dai
théo dudng duong ubng)

Carbamazepm

Tranh udng rugu, bia khi dang dung IRBELORZED

150/12,5, vi c6 thé lam ting cam gidc chéng mit (dic biét

1a khi thay dbi tu thé), gdy ha huyét ap thé dimg.

CAN LAM GI KHI MQT LAN QUEN KHONG DUNG

THUOC

Tiép tuc ubng thubc nhu lich cii, tuyét déi khong duoc

udng glp doi lidu.

CAN BAO QUAN THUOC NAY NHU THE NAO

Noi kho, nhiét d¢ khéng qué 30°C, tranh 4nh séng.

DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC

QUA LIEU

Cac tridu ching cta qua lidu irbesartan bao gdm ha huyet

4p va nhip tim nhanh, chdm nhip tim doi khi ciing c6 thé

Xay ra.

Qua lidu hydroclorothiazid 1am rdi loan dién giai (ha kali

méu, ha ion clorid méu, ha natri mau) va mét nudc do bai

niéu nhidu. Céc triéu chirng thuong gap 1a budn nén va mét
moi.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU

KHUYEN CAO

Trong truong hop qué heu ngudi bénh cin dén gip ngay
bac sThoac cic co s& y té gin nhét.

NHUNG PIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Cin thong bdo ngay vdi bdc si hay dwoc si trieée khi

ding IRBELORZED 150/12,5 khi:

- Dang bi ndn mta hay tiéu chay

- Suy than hay ghép than

- Suy gan

- Bi dai thdo duong

- Bi lupus ban do

- Téng aldosteron nguyén phat (12 hoi chung gay ra boi su
tang tiét qua mic hormon aldosteron & tuyén thuong
than do bét thudong & tuyen thuong than)

- Pang ding céc thudc diéu trj ting huyét 4p nhu ACE (vi
du enalapril, lisinopril, ramipril), aliskiren.

- Khéng dung nap lactose vi c6 thé gap cac triéu chirng
khéng dung nap nhu: chuéng bung, diy hoi, budn nén
va d6i khi non, tiéu chay.

Béc st sé& kiém tra chuc nang than, huyét 4p va ndng do cac

chét dién g1a1 trong mau (nhu kali, calci,...) trong qud trinh

didu trj béng IRBELORZED 150/12,5.

I(héng nén diung IRBELORZED 150/12,5 cho tré em dudi

18 tudi.

Hydroclorothiazid cho phan tng duong tinh véi thude thir
doping.

Tdc dpng cua thudc khi lii xe va vdn hanh mdy méc
Thubc khong gdy anh hudng lén kha ning lai xe va van
hanh mdy méc. Tuy nhién, bénh nhén c¢an luu y vi thinh
thoang co thé xay ra chéng mat hoac mét moi khi sir dung
thudc.

Phu ni¥ c6 thai va cho con b

- Khong nén dung IRBELORZED 150/12,5 khi dang mang
thai, c6 ké hoach mang thai hay dang cho con bu.

- Cén thdng bdo véi bac sT néu dang mang thai, dang cho

- con but hay c6 ké hoach mang thai truéc khi dung thudc

nay.
KHI NAO CAN THAM VAN BAC Si, DU oq SI

Ngudi bénh st dung thubc khac khi dang didu tri véi
IRBELORZED 150/12,5. g

Ngudi bénh dang thuc hién ché d6 an it mudi.

Nguoi bénh céd cac dau hiéu nhu: khét nudc bét thuong,
kh6 miéng, mét moi, budn ngti, dau co hay chudt rat, ndn,
budn ndn; hay tim dap nhanh bt thuong

Ngudi bénh bj ting nhay cam véi anh néng, biéu hleﬂ”la dé
bi chay ning (d6, ngira, sung va phdng rop da) hon”bf}nh

thuodng. el

Ngudi bénh chudn bi lam phiu thuat hoac dugc gay &3 ‘y
mé. néic
Nguoi bénh bj dau mét, thay déi tAm nhin, ¢6 the dan d,eg\
glaucom, tang nhan ap. k! s
Phu nit mang thai hodc cé ké hoach mang thai. 4 P8

Phu nit cho con bu. o
Néu cﬁ'n thém thong tin
xin héiy kién bdc st hodc digc si.
HAN DUNG CUA THUOC:
36 thang ké tir ngay san xuét
SAN XUAT TAL:

ERACH TN TRCS VN

CONG TY CO PHAN DUGC PHAM SAVI
(SaVipharm ] §.C) =
L6 Z.01-02-03a khu Céng nghiép trong khu Ché xuét Tén
Thuén, phudong Tan Thuan Pong, quéan 7, thanh phd Hd
Chi Minh.

Dién thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700145

NGAY XEM XET SUA POI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:
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B. HUONG DAN SU DUNG THUOC CHO CAN
BOYTE

DUQC LUC HQC

IRBELORZED 300/12,5 thugc nhém thudc tic dung trén
hé tim mach két hop gitta mot chat déi khang thu thé

angiotensin II (irbesartan) va mét thudc loi tiéu nhom
thiazid (hydroclorothiazid).

Mi ATC: C09DA04

Irbesartan. '

Irbesartan-fa chét déi khéng thu thé typ I cua angiotensin
II. Enzym chuyén angiotensin (ACE kininase II-
Angiotensin Converting Enzyme kininase II) xuc tac
angiotensin.I tao thanh angiotensin II, 1a chit co mach
chinh cia h¢ renin-angiotensin va kich thich vé thuong
than tdng hop va tiét aldosteron. Aldosteron gdy tai hdp thu
nude vé matri, cubi cung la tang huyét ap Irbesartan gin
chon loc vao thu thé AT, (4i luc manh g4p 8500 lan so véi
thu, thﬁ AT,) ciia angiotensin II 1am phong bé tic dung co
mach va bai tiét aldosteron.

Irbesartan 1am giam huyét 4p nhung tin sb tim thay ddi rat
it: Irbesartan khong trc ché ACE, nhu vay khéng trc ché su
gidng héa bradykinin va céc kinin khéc, nén khong gy ho
dab ding vdn gip phd bién & cac thubc wc ché enzym
chuyén. Khi dung irbesartan don doc véi liéu khuyén cdo,
kali huyét khong thay déi dang ké ¢ bénh nhan khong ¢6
nguy co rdi loan dién giai.

Hydroclorothiazid

Hydroclorothiazid 1a thuéc lgi tiéu nhém thiazid gy tc
ché tai hép thu céc ion natri va clorid & 6ng luon xa, lam
tang bai tiét natri clorid va kéo theo nudc; ting su bai tiét
céc chét dién giai khéc, dac biét 1a kali va magnesi; giam
bai tiét calci. Hydroclorothiazid cing lam giam hoat tinh
carbonic anhydrase nén lam ting bai tiét bicarbonat nhung
yéu hon so v6i tac dung bai tiét ion clorid va khong lam
thay dbi dang ké pH nudc tiéu. Cac thudc loi tiéu thiazid
c6 thé cling lam giam tbc d6 loc cAu than. Téac dung loi tiéu
muc d vira phai, do khoang 90% ion natri da duoc tai hép
thu truée khi dén éng luon xa 1a vi tri ¢6 tic dung cia
hydroclorothiazid.

Hydroclorothiazid c¢ tac dung ha huyét ap, trude tién co 18
do giam thé tich huyét twong va dich ngoai bao lién quan
dén su bai niéu natri. Sau d6 trong qua trinh ding thudc,
tac dung ha huyét 4p tiy thudc vao su gidm sirc can ngoai
vi, thdng qua su thich nghi dan ctia cac mach méu trudc
tinh trang giam ndng do ion natri. Tac dung ha huyét ap thé
hién chdm sau 1 - 2 tuan, tac dung lgi tiéu xay ra nhanh sau
vai gio.

Chung

Thuéc két hop hai hoat chit irbesartan va
hydroclorothiazid, c6 tinh cdng hop trong tac dung chéng
tang huyét ap.

Cé 1& do tac dung chen phong toa hoat dong ctia hé renin-
angiotensin-aldosteron, nén khi két hop véi irbesartan lam
d&o nguoc tac dung mat kali ctia thude loi tiéu.

Hiéu qué cia thubc xut hién trong 1 - 2 tudn sau lidu dau
tién va dat hidu qua t6i da sau 6 - 8 tuan tir khi bit diu didu
tri.

DUQC PONG HQC

Phéi hop irbesartan va hydroclorothiazid khéng lam thay
ddi tinh chét dugc ddng hoc cua ca hai thudc so véi khi sir
dung riéng r&.

Hip thu

Irbesartan hdp thu nhanh qua éng tiéu hoéa v6i sinh kha
dung tr 60% - 80%, thirc &n khéng lam thay ddi nhidu dén
sinh kha dung. Ndng d6 dinh irbesartan trong huyét tuong
dat khoang 1 - 2 gi¢ sau khi udng, ndng do trong mau dat
trang théi can bang 6n dinh sau 3 ngay dung thuéc.

Sau khi udng, hydroclorothiazid hdp thu twong déi nhanh,
khoang 65% - 75% liéu sir dung, ty 1& nay c6 thé giam o
ngudi suy tim. Thic &n c6 thé lam giam su hdp thu cua
hydroclorothiazid.

Phin bo

Irbesartan lién két khoang 96% véi protein huyét tuong.
Thé tich phan b khoang 53 - 93 lit.

Hydroclorothiazid tich liiy trong hdng ciu; 40 - 68% lién
két voi protein huyét tuong. Hydroclorothiazid di qua hang
rdo nhau thai, phan bd va dat néng do cao trong thai nhi.
Hydroclorothiazid khong qua hang rao mau nio va co bai
tiét vao sira me.

Chuyén héa

Irbesartan chuyén héa & gan qua qua trinh oxy hoa va lién
hop véi glucuronic. Irbesartan duoc oxy héa chu yéu qua
qua xtc tac cua isoenzym CYP2C9 cua cytochrom Pys.
Hydroclorothiazid khong bi chuyén hoéa.

Thai trir

Irbesartan va cac san phim chuyén héa dugc dao thai qua
mét va nuéc tiéu. Sau khi udng irbesartan danh déu bang
"C, thdy khoang 20% luong thubc thai trir qua nudc tiéu,
phén con lai (khoang 80%) qua phan, dudi 2% cua lidu dao
thai qua nuéc tiéu dang khong bién ddi. Nua doi thai trir
cua irbesartan 1a 11 - 15 gio.

Hydroclorothiazid thai trir qua thén, phan 16n dudi dang
khéng chuyén hoa. ft nhit 61% liéu ubng thai trir duéi
dang khong dbi trong vong 24 gio. Nira doi thai trir cua
hydroclorothiazid khodng 9,5 - 13 gid, nhung cé thé kéo
dai ¢ trudong hop suy thén.

Duwgc dong hoc cia nhitng truong hop dic biét

Nguoi suy thdn: O ngudi suy than hay thdm phan mau, cac
thong sd dugc ddng hoc cua irbesartan khong thay ddi
dang ké. Ibesartan khong bi loai bé bang tham phan mau.
¢} ngudi bénh cé d6 thanh thai creatinin <20 ml/phat, nua
doi thai trir ciia hydroclorothiazid tang 1én dén 21 gio.
Nguoi suy gan: O ngudi bénh xo gan nhe dén trung binh,
céc thong sé dugc dong hoc cua irbesartan khong thay doi
dang ké. Chua c6 nghién ctu trén ddi tugng suy gan nang.
CHI PINH PIEU TRI

Piéu trj tang huyét ap nguyén phit.
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Chi dinh diéu tri & nhiing bénh nhin ting huyét ap khong
kidm so4t duoc huyét dp khi dung don ddc irbesartan hogc
hydroclorothiazid.

LIEU LUQNG VA CACH DUNG

Cdch dung: ’ o )

Dung dudng udng. C6 thé udng thuoc trong hodc ngoai
bira &n. Céc thoi diém sir dung thudc nén gidng nhau giita
cac ngady. Nén ubng thudc vao budi séng.

Hiéu qua dat duoc t6i da sau 6 - 8 tudn diéu tri.

C6 thé két hop voi thube diéu tri ting huyét 4p khéc nhu
cac thudc thudc nhém chen kénh calci va chen B.

Liéu heong:

Liéu thong thudng: 1 - 2 vién/ngay.

Tré em

Hiéu qua va tinh an toan cua thuéc chua dugc thiét lap &
tré em dudi 18 tudi.

Nguoi cao tuéi

Khéng cén thiét hiéu chinh lidu dung & ngudi cao tudi.
Bénh nhdn suy gan

Khéng cin hiéu chinh lidu dung & bénh nhén suy gan nhe
va vua.

Sir dung thudc than trong & ngudi bénh suy giam chirc
ndng gan.

Chéng chi dinh sir dung thudc cho ngudi suy gan ning.
Bénh nhdn suy thdn

Do thanh thai creatinin Cl,; > 30 ml/phut: Khang can higu
chinh liéu ding ctia thudc.

Chéng chi dinh sir dung & ngudi bénh c6 do thanh thai
creatinin Cl,; <30 ml/phut.

Bénh nhdn bi giam thé tich mdu (nhuw mt mudi va nude)
Bénh nhan cén phai dugc diéu tri tinh trang nay trudc khi
dung thude.

CHONG CHI BINH

Qué mén véi irbesartan, hydroclorothiazid, cac dan chit
sulfonamid hoc bét ky thanh phan nao cta thudc.

Suy than nang (d6 thanh thai creatinin <30 ml/phut)

Tiéu kho, vo niéu.

Tang calci huyét, ha kali huyét dai ding

Suy gan ndng, r mét va xo gan mét

Dung IRBELORZED 150/12,5 ddng thoi véi cac san phdm
c6 chtra aliskiren ¢ ngudi bénh déi thdo duong hay suy
than (d6 loc ciu than < 60ml/phut/1,73 m?)

Phu nitr mang thai

Phu nit dang trong thoi ky cho con bu

CANH BAO VA THAN TRONG KHI SU DUNG

Cdc tinh trang ciin thin trong khi ding thubc

Irbesartan

O nhitng ngudi bénh bj giam thé tich mau nhu mit mudi va
nu¢e do dung thubc loi tiéu manh, tiéu chay hodc ndén kéo
dai, c6 thé xdy ra ha huyét ap triéu chung, dac biét sau khi
udng liéu diu tién. Can phai didu tri nhitng bit thuong nay
trudce khi dung irbesartan.

Véi nguoi bénh bi hep dong mach than mdt bén hodc hai
bén, khi dung irbesartan ¢ nguy co ha huyét 4p manh va
suy giam chirc nang than.

Cin th4n trong & nhitng ngudi bénh suy thén va ghép than.
Phai dinh ky kiém tra kali va creatinin huyét.

Tinh trang tang kali huyét c6 thé gap trong qué trinh diéu
tri v6i irbesartan, dac biét khi cé suy thén, protein niéu lién
quan dén than do dai thio duong va/hodc suy tim. Cén phai
ludn kiém tra kali huyét & nhitng ngudi bénh nay.

Trénh phdi hop lithi va irbesartan (xem thém Tuong tdc
thuéc)

Dung irbesartan phai dac biét thén trong trong cac bénh:
Hep van dong mach chu, hep van hai 14, hodc bénh co tim
phi dai tic nghén.

Ngudi bénh cudng aldosteron nguyén phét thuong khéng
dap Umg véi céc thuéc chéng ting huyét ap, loai tac dung
qua tc ché hé renin - angiotensin. Vi vay ciing khong nén
dung angiotensin cho nhiing ngudi bénh nay.

Ngudi bénh ¢6 truong luc thanh mach va chic nédng than
phu thudc chu yéu vao hoat ddng cua hé renin -
angiotensin - aldosteron (thi du ngudi bénh bi suy tim sung
huyét nang hozc bénh than nhu hep dong mach thén), viéc
didu tri bing c4c chat irc ché enzym chuyén hogc céc chit
d6i khang thu thé angiotensin 11 tic dong trén hé da tung
thiy c6 tinh trang ha huyét 4p cdp, ting nitrogen huyét,
giam ni¢u hodc hiém hon 1a suy than cap. Nhu véi bit ky
thubc chdng ting huyét ap nao, su ha dot ngdt huyét ap &
nhitng nguodi bénh tim thiéu mau cuc bd hodc bénh tim
mach thiéu méu cuc bd co thé din dén nhéi mau co tim
hoic tai bién mach mau nio.

Hydroclorothiazid

Phai dinh ky theo ddi dién giai trong huyét thanh va nudc
tidu, nhit 13 ngudi bénh dung corticosteroid, ACTH
(Adenocorticotropic hormone) hodc digitalis, quinidin
(nguy co xo4n dinh gy rung thit); bénh nhan non hozc
dang truyén dich.

Suy than: Tang uré huyét va c6 thé lam suy giam thém
chtrc ndng than.

Suy gan: D& bj hon mé gan.

Gut: Bénh nang hon.

Pai thao dudng: Chu y didu chinh thude (insulin, thudc ha
glucose huyét) vi thubc c6 thé 1am tang glucose huyét,

Tac dung ha huyét 4p tang [én & ngudi bénh sau cit bo than
kinh giao cam. '

Tang cholesterol va triglycerid trong méu. Vi vdy, cén than
trong & nguoi co triglycerid trung binh hodc cao; nguoi co6
triglycerid mau cao. Chi y dung thudc & nguoi cao tudi vi
d& mit c4n bang dién giai.

Bénh lupus ban do toan than (SLE: Systemic lupus
erythematosus): Bénh c6 thé ning Ién.

Hydroclorothiazid c6 thé cho phan tmg dwong tinh véi
thudce thir doping.

Nhitng ngudi bénh dé bi di ing nén than trong véi nhimg
ché pham c6 chira hydroclorothiazid hay cac san phim c6
ngudn gbc sulfonamid vi ¢ thé giy phan tng kiéu di ung
nhu la qua man va nguy hiém.

Do su hién dién cua lactose trong ché pham, nguoi bénh cd
vin d& vé& di truyén hiém gdp nhu khoéng dung nap
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galactose, khong dung nap fructose do thiéu hut enzym
Lapp-lactase, rdi loan hép thu glucose-galactose c6 thé gap
céc triéu chimg vé khong dung nap lactose. Do d6 khong
nén ké don thudc nay.
Cdc khuyén cdo ding thuéce cho phu ni¥ ¢ thai va cho
con bu

Truong hop cd thai
O ba thang ddu thai ky, chéng chi dinh irbesartan do thén
trong. Trong ba thang gitta va ba thang cudi thai ky,
irbesartan gdy ddc cho thai (giam chic ning than, it nudc
bi, chdm cbt hoa Xuong so) va gy doc cho tré so sinh (suy
thén, ha huyét ap, tang kali huyét).
C6 nhiéu thong béo chimg minh cac thudc loi tiéu thiazid
d&u qua nhau thai vao thai nhi gdy ra rbi loan dién giai,
giam tidu cdu va vang da ¢ tré so sinh.
Chéng chi dinh sir dung thudc cho phu nit mang thai. Khi
phat hién c6 thai, phai ngimg thudc va thay bing thudc
khac. Néu da dung thudc trong thoi gian dai, cin kiém tra
chup s9 va chiic nang thén, si€u 4m cho thai nhi.

Truong hop cho con bu
Chua r3 irbesartan c6 bai tiét vao sira me hay khong.
Hydroclorothiazid di vao trong sita me v&i lugng c6 thé
gay hai cho dra tré va trc ché su tiét sira.
Chéng chi dinh st dung thubc cho phu nit trong sudt thoi
ky cho con bu.
Tic dpng ciia thudc khi ldi xe va van hanh mdy méc
Thudc khong gdy anh hudng Ién kha nang lai xe va van
hanh may méc. Tuy nhién, thinh thoang c6 thé xdy ra
chéng mat hodc mét mai khi sur dung thuée.
TUONG TAC CUA THUOC VOI CAC THUOC
KHAC VA CAC LOAI TUONG TAC KHAC
Céc thudc ha huyét 4p khac: 1am tang tdc dung ha huyét 4p
cia IRBELORZED 150/12,5 khi dung ddng thoi.
Irbesartan va hydroclorothiazid (véi lidu 1én dén 300 mg
irbesartan va 25 mg hydroclorothiazid) dugc chimg minh
2 an toan khi két hop v6i cac thubc ha huyét 4p khéc nhu
chen kénh calci va chen B. Viéc chi dinh irbesartan hay két
hop irbesartan va hydroclorothiazid & nguoi bénh da sir
dung thudc loi tidu lidu cao trude d6 c6 thé gdy ra giam thé
tich dich va nguy co ha huyét 4p qua mic, trir khi thé tich
dich da duoc diéu chinh truéc.
Irbesartan
Céc chét e ché ACE hay céc ché phdm c6 chira aliskiren:
Céc thtr nghiém 1am sang cho thdy viéc ding déng thoi cac
chét c6 tic dung chen phong téa hoat dong ctia hé renin-
angiotensin-aldosteron (nhu aliskiren, chét c ché ACE,
chét e ché thu thé angiotensin II) lam gia ting c4c phan
img c6 hai nhu: ha huyét 4p qué muc, ting kali huyét va
lam suy giam churc ning than. '
Bb sung kali hoac thubc loi tiéu giit kali: Ding ddng thoi
v6i irbesartan ¢6 thé gy tang kali huyét.
Lithi: Ting ndng o trong méu va ting ddc tinh cua lithi,
nén tranh phdi hop. Néu cin phdi hop, phai theo dai chit
ch& ndng d9 lithi huyét.

Céc thudc chéng viém khong steroid: Ding dong thoi voi
irbesartan 1am giam tac dung ha huyét 4p. Irbesartan dung
v6i céc thube chéng viém khong steroid khong chon loc
lam ting nguy co tbn thuong chirc ning than, c6 thé din
dén suy than cép va ting kali huyét, dac biét & nhiing
ngudi bénh dad cé suy chirc ndng thén tir truéc. Phai thén
trong khi phéi hop, dic biét & ngudi cao tudi. Nguoi bénh
phéi dugc ubng nudc ddy du va theo doi chic nang than

sau khi bét dau phdi hop va dinh ky sau d6.

Trong cac nghién ciu ldm sang, dugc dong hoc cua
irbesartan khong bj bién ddi khi dung ddng thoi voi
hydroclorothiazid.

Khong théy tuong tic dugc luc va duoc dong giira
irbesartan va warfarin.

Céc chdt cam tng CYP2C9 trén dugc dong hoc ciia
irbesartan chua dugc danh gia.

Duogc dong hoc ciia digoxin khéng thay déi khi udng cung

v0i irbesartan.

Hydroclorothiazid e
Ruou, barbiturat hodc thudc ngi gdy nghién: Tang tiém - -
nang ha huyét ap thé ding.

Thubc chéng dai thao dudng (thudc udng va insulin): Can
phai diéu chinh liéu do tang glucose huyét.

Corticosteroid, ~ACTH, salbutamol, carbenoxolon..
amphotericin B hodc reboxetin: Lam ting mat dién gj
dac biét 1a giam kali huyét. oy
Céc amin tang huyét ap (vi du norepinephrin): C6 thé lam'\\(?‘\i\’__

giam dép Umg véi amin ting huyét 4p, nhung khong du dé&

ngén can sur dung. i W’/
Thudc gian co (thi du tubocurarin): C6 thé lam tang de? /‘
ing voi thube gian co. l\,\g 74

Lithi: Khéng nén dung cung véi thube loi tiéu, vi giaur
thanh thai lithi & than va tang ddc tinh clia chét nay.

Thuéc chéng viém khéng steroid: Co thé lam giam téc
dung lgi tiéu, natri niéu va tac dung ha huyét ap cua thiazid
& mot s6 ngudi bénh. Vi vay néu dung cling, phai theo di
dé xem c6 dat hiéu qua loi tiéu khong.

Quinidin: D& gy xo#n dinh, lam rung thit gay tir vong.
Thiazid lam giam tdc dung cua cac thudc chdng dong mau,
thudc chira bénh gut.

Thiazid lam ting tac dung thubc gdy mé, glycosid, vitamin
D.

Nhua colestyramin va colestipol: C6 tiém nang gin thubc
loi tidu thiazid, 1am giam su hip thu thudc nay qua duong
tiéu hoa.

Hydroclorothiazid lam tang ddc tinh cua digitalis va tang
nguy co loan nhip véi nhitng thuéc kéo dai khoang QT nhu
astemizol, terfenadin, halofantrin, pimozid va sotalol.
Allopurinol, tetracyclin: Bgc tinh tang khi dung cung v&i
thiazid.

Thiazid lam tang tdc dung phu ctia amantadin.

Mubi calci: Thubc loi tidu thiazid lam ting ndng d¢ calci
huyét do giam bai tiét. Khi sir dung ciing véi mudi calci,
cdn theo ddi chat ché ndng do calci huyét va diéu chinh

lidu khi cén thiét.
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Thiazid lam giam bai tiét qua than ciia cac thudc gy doc té
bao (nhu cyclophosphamid, methotrexat) nén lam tang tac
dung trc ché tuy cua cac thubc nay.
Céc chit khang cholinergic (nhu atropin, beperiden): Lam
ting sinh kha dung cta hydroclorothiazid do giam nhu
dong rudt va lam rdng da day.
Thiazid lam ting tdc dung ting glucose mau cia thudc
chen beta va diazoxid
Théo dugc: Cam thao gdy gift nudc, natri, ting mat kali.
Néu dung hydroclorothiazid dé chira ting huyét ap, nén
tranh dung duong quy vi duong quy c6 hoat tinh oestrogen
(gdy gitt nuéc) va duong quy cé thé cling gy nhay cam
anh sang. Tranh dung hydroclorothiazid cung véi ma
hoang, nhan sdm, yohimbe vi ¢é thé 1am cho tinh trang cua
bénh tang huyét 4p trd nén xau hon.
TAC DUNG KHONG MONG MUON (ADR)
Thong tin téc dung khéng mong mudn cua tirng hoat cht
trong thudc:
Irbesartan
ADR thuodng nhe va thodng qua.

Thuong gap, ADR > 1/100 )
Chéng mat, nhirc dau va ha huy€t ap thé ding lién quan
dén dung licu. ) i
C¢ theé xay ra tut huyét ap, dac biét & 11gu"0i bi giém‘thé tich
méu (vi du nguoi bénh ’dang dung thudc loi tiéu liéu cao).
Suy thdn va giam huyét &p ning khi cé hep déng mach
than hai’bén.

It gdp, 171000 < ADR < 1/100
Ban da, nglra, may day, phu mach, ting enzym gan, ting
kali huyét, dau co, dau khép.

Hiém gdp (ADR <1/ 1.000)
Ho, rdi loan ho hép, dau lung, ri loan tiéu hoa, mét moi,
giam bach cau trung tinh.
Hydroclorothiazid
Téc dung phu dugc sdp xép theo tin suit:

Thuong gdp, ADR > 1/100 ‘
Toan than: Mét moi, hoa mat, chéng mét, dau dau.
Tuan hoan: Ha huyét ap thé dumg.
Chuyén hoa: Giam kali huyet tang acid uric huyet tdng
glucose. huyét, tang lipid huyét (& liéu cao).

) It gap, 1/1000 < ADR < 1/100

Tuén hoan: Ha huyét ap thé ding, loan nhip tim
Tiéu hoa: Budn nén, ndn, chén an, tdo bon, tiéu chay, co
tht rudt.
Da: May day, phat ban, nhiém cdm 4nh sang.
Chuyén héa: Ha magnesi huyét, ha natri huyét, tang calci
huyét, kiém hoa giam clor huyét, ha phosphat huyét.

Hiém gdp, ADR <1/ 1.000
Toan than: Phan rng phan vé, sot.
Mau: Giam bach cdu, mat bach cdu hat, giam tiéu ciu,
thiéu mau bét san, thiéu mau tan huyét.
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Thén kinh: Dj cam, réi loan gi4c ngi, trdm cam.
Da: Viém mach, ban, Xuét huyét, héng ban da dang, viém
da, hoai tu thuong bi nhiém ddc, hoi ching Stevens -
Johnson.
Gan: Viém gan, vang da (r mat trong gan, viém tuy.
Ho6 hép: Kho thé, viém phdi, phu phdi (phan tng phan vé),
suy ho hép.
Sinh duc, tiét niéu: Suy thén, viém thén kg, liét duong.
Mit: Mo mét.
Phan tng tang acid uric huyét, c6 thé khoi phat con bénh
glt tiém tang. C6 thé xay ra ha huyét ap tu thé khi dung
déng thoi voi rugu, thude mé, thude an than.

Huéng dén céch xir trf ADR
Irbesartan: Cac ADR it xay ra, thuong nhe khéng can xtr tri
dac biét. Néu bit ddu dung thudc nén cha y didu tri giam
thé tich mau néu co.
Hydroclorothiazid: Mat nudc va dién giai c6 thé gdy ha
huyét ap, kiém chuyén hoa, ha kali huyét, natri huyét. Cén
kiém tra dién giai dd va bu lai lugng nudc va dién giai da
méat. Ngudi cac bénh mach vanh, bénh tim thiéu mau cuc
bo rét nhay cam véi mét kali va c6 nguy co loan nhip;
nguy co cao khi ndng d6 kali huyét dusi 30 mEq/lit, nén
dwoc kiém tra cdn than vé& can béng dién giai va can bu
kali.
QUA LIEU VA CACH XU TRI
Khi gip qua lidu irbesartan, tridu ching lam sang co6 thé
gap ha huyét 4p va nhip tim nhanh, chdm nhip tim doi khi
cling c6 thé xay ra.
Qua liu hydroclorothiazid lam réi loan dién giai (ha kali
mau, ha ion clorid mau, ha natri mau) va mét nuée do bai
niéu nhiéu. Céc triéu ching thuong gap 1a budn non va mét
moi. Néu dang ding digitalis hozc thubc chéng loan nhip,
giam kali mau lam tang loan nhip tim.
Cach xur tri:
Bénh nhan cin dugc theo ddi chit ché, diéu tri tridu chiing
va hd tro. Cach xu tri phy thudc vao thoi gian ké tir luc
bénh nhan ding qua lidu thubc va mic do nghiém trong
cta triéu chitng. Mét sb bién phap duoc goi y nhu géy ndn
va/hodc rira da day, s dung than hoat tinh. Theo ddi
thudng xuyén dién giai trong huyét thanh va ndng do
creatinin. Néu ha huyét &p xdy ra, bénh nhan cin duoc dit
ndm nglra va bu lai nhanh chéng luong nudc va chét dién
giai. Thim tach loc méu khong loai bo dugc irbesartan va
lugng hydroclorothiazid dugc loai bo chua duoc xac dinh.
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