R sawiIrbesartan 75

D& xa tdm tay tré em
Doo ky huong din sir dyng trude khi dung
Thude nay chi dung theo don thudo

THANH PHAN CONG THUC THUOC

(Chao 1vién nén bao phim SaVi Irbesartan 75)
Thanh phin duge chat:

Irbesartan i

Thanh phén ta duge;

Laclose monohydral, tinh bot bién tinh, cellulose vi tinh thé 101,
natrl starch glycolat, silic dioxyd keo, povidon K30, talc, magnesi
stearal, hypromellose 16 cps, hypromellose 6 cps, polyethylen
glycol 6000, titan dioxyd,

76mg

DANG BAO CHE: Vién nén bao phim.

MO TA SAN PHAM

Vién nén dal bao phim mau trng hal mat khum, mét mét c6 chi
SVP, motmatco gach ngang,

Luu y; Gachngang o6 trén vién c6 thé dung dé bé chia doi liéu,

CHIBDINH

Irbesartan duge chldinh cho diéu tr|:

- Tang huyétap ddng mach vo cén,

- Bénh than do daithdo duting typ Il 66 téang huyét ap.

LIEUDUNG, CACHDUNG

Lidudiing

Nauol(on;

- LI6u khéi ddu va duy trl thong thuding 1a 150 mg/ldn/ngay. Lidu
160 mg/én/ngay c6 tdc dung kiém soat huyét &p 16t hon li6u 75
mg/dn/ngay. Tuy nhién liéu khdl dAu 76 mg c6 thé can nhéc chl
dinh cho céc bénh nhan phal lge méau hoéic ngudi bdnh gidm thé
tieh méAu va ngudi gia trén 75 tubl,

~N&u li6u 150 mg/én/ngay khong di dé kiém sodt huyét 4p thico
thé tang liu 16n 300 mg/ldn/ngay hodc dung thém mét thube
chéng tang huyét ép khac. VI dy n8u két hgp irbesartan vai mét
thu6c lgl tiu nhu hydroclorothiazid sé dugc mot tac dyng ha huyét
ap cong hop.

Suy than:

Khéng cfin diéu chinh liéu & nhng ngudi b&nh suy than. Vi
nhiing ngudi bénh phalloc mauliéu khdiddu la 756 mg/ngay.

Suy gar.

Khong cén diéu chinh liéu vdi cac b&nh nhan suy gan nhe hoac
vita, Chua ¢6 kinh nghiém lam sang vdi suy gan nang.
Nauol 1dn tudi:

Khéng cén diéu chinh lidu a8l vdi nguai 16n tubi, tuy nhidn nén
dung liéu khdi dfu thép 1a 76 mg/idn/ngay d6i véi ngudi trén 75
1l

Tré em.

Libu khéi ddu: 37,6 mg/lin/ngay cho tré ndng 10 — 20 kg; 75
mg/ién/ngay cho tré nang 21 - 40 kg; 150 mg/lén/ngay cho tré
néing > 40 kg, Libu cé thé tang g&p dbi néu cén thist.

Céachdiung

Thube ding duéng ung, ung trong hodc sau khi &n. Nubt vién
thube vl nude, khdng nén nhal hay nghién vién thubc. B&i vdi liu
37,5 mg, c6 thé bé db] vién SaVi Irbesartan 75 theo gach ngang
trén vién thube

Liéu lugng clia irbesartan phal duge diéu chinh cho tifng bénh
nhan céinci vao dép ung lAm sang.

Néu quén ding thuée

N6&u quén udng thubc, bd qua lidu d& quén va ubng liéu tiép theo
nhu lich binh thuéing. Khéng duge ung gép dbi lidu dé bl vao liéu
daquén

CHONG CHI BINH

- Qué mAn véi cacthanh phin ctathude.

- Phy nircé thal hoc dang cho con bu.

- Phéi hgp val thubc chifa aliskiren & bénh nhan dai thao duéing
hoéc bénh nhan suy than via va ndng (A0 loc chu than < 60
mi/phiy1,73m’),

CANHBAO VA THAN TRONG KHI DUNG THUGC
- GIAm thé tich méu:
& nhiing b&nh nhan bj giam thé tich mau nhu mét musi va nude do
dung nhém Igi tidu manh, tiéu chiy hoic non kéo dai, cé thé xdy ra
ha huy6t ap tridu chiing, déc bigt sau khi ubng liéu ddu tién. Cén
thiét phél didu tr| gidm thé tich mau trudc khi cho dung irbesartan,
Hep ddng mach than:
V4l nhitng nguél bdnh bl hep déng mach thdn mot bén hodc hai
bén khi ding Irbesartan ¢6 nguy cd Wyl huy8t dp nang va suy glam
chue nang than
Ghép hiin hode suy than
Chn phél than trong véi nhng ngudi bonh nay. KIEm tra thuong
xuy8n nbng do kallva creatinin huy8t 1a cén thiét.
- U ché kép hé renin-anglotensin-aldosteron (RAA):
C6 bhng ching cho thly sif dyng déng thal thubc Uc chd ACE,
thuio e chd thy thé anglotensin Il hay aliskiren lam tang nguy cd
ha huyit 4p, tAng kall huy6t va suy gidm chie nang than (bao gém
suy than cfip). 80 dyng phél hgp che thubc ndy khéng dugo
khuy6n cho. N6u cfin thi6t phal phdi hgp cac thu6e nay thi phal
iheo dbl vh gidm st chtchi chie niing than, cdc chit dién gidlva

huy8t ép. Khong nén st dung déng thi thubc dc ché ACE va
thubc d6| khéng thy thé angiotensin Ii & b&nh nhan méc bénh than
dodaithio duang

- Tang kall huyét:

Cothé xhyra 1&ng kall huy&t khi dung irbesartan déc biét & ngudi bj
suy thén, protein nigu do bénh than dai thdo dudng va/hodc suy
tim. ydl nhing ngudi bénh nay nén thudng xuyén kiém tra kali
huyét. Tranh dung déng thdi irbesartan véi thubc Igi tiéu gid kali.

- Lithi;

Khéng nén dung ddng théi lithi va irbesartan.

- Cudng aldosteron tién phat:

Nhing b&nh nhan cudng aldosteron tién phat thudng khéng dap
ng vdi cdc thubc chéng tang huyét ap tc dung théng qua tc ché
hé renin-anglotensin nén irbesartan ciing khéng c6 tac dyng trén
nhiing bénh nhan nay,

- Cling nhu vai céc thube gian mach khac, irbesartan phai dung
than trong trong cac bénh nhu: Hep van ddng mach chl va hep
van hal 14, b&nh cotim phi daitdc nghén.

- Ngudi bénh ¢é truong lyc thanh mach va chic néng than phy
thu6c chi yu vao hoat déng clia hé renin-angiotensin-aldosteron
(thi dy ngudsi bénh bj suy tim sung huyét néing hoéc bi mét bénh
thén néng nhu hep d§ng mach than hai bén), viéc didu trj béng cac
chét c ché enzym chuyén hodc cac chét d6i khang thu thé
angiotensin |l thc dong trén hé da tung th&y c6 tinh trang ha huyét
4p cép, tang nitrogen huyét, gidm niéu ho#c hiém han 14 suy than
cép. Nhu vaibat ky thubc chéng tang huyét &p nao, sy ha dodt ngbt
huyétép & nhitng nguéi bé&nh tim thiéu méau cuc bd c6 thé din dén
nhdi mau cd tim hoéc tai bién mach méu néo,

- Khéng dung nap lactose:

Bé&nh nhan c6 cac vBn dé vé di truyén hiém gap nhu khéng dung
nap galactose, thi6u hyt Lapp lactase ho#ic kém hép thu glucose-
galactose khéng nén dung san ph&m nay.

SUDYNG THUGC CHO PHY NI CO THAI VA CHO CON BU

Phy ncé thal

Chéng chidjnh ding thudc cho phy ni dang mang thai.

Trong 3 thdng dAu thai ky chéng chi dinh do than trong. Trong 3
théng giia ho#c 3 théng cudl cla thai ky, thuéc gay dbc cho thai
(gidm chufc nang than, it nude 8i, chAm c6t hda xuang so) va gay
ddc cho tré sd sinh (suy than, ha huyét ap, tang kali huy&t). Khi
phét hién cé thai, phai ngiing ngay irbesartan va thay bang thuéc
khac. N&u 94 dung thudc trong mét thai gian dai, c4n kiém tra chup
s va chic ndng than, siéu &m cho thainhi.

Phundchoconbu

Chéng chldinh dung thuéc cho phy nif dang cho con bu.

ANH HUGNG CUA THUSC LEN KHA NANG LAI XE, VAN HANH
MAY MOC

Chua c6 nghién cifu vé anh hudng cta irbesartan [&n kha nang l&i
xe va van hanh may méc. Dya trén tac dung dugc ly, irbesartan
dugc dy doan khéng &nh hudng dén kha nang lai xe va van hanh
méy méc. Tuy nhién, do thudc c6 céc tac dung khéng mong mudn
nhu gy chodng véng va nhic ddu nén phai than trong khi dang
irbesartan cho ngudi 1ai xe va van hanh may méc n8u cac tridu
chung nay xay ra.

TUONG TAC, TUONG KY CUA THUBC

Tuong tdc cliathudc

Vi cac thu6e chéng tang huyéit 4p khéc:

Céc thuBc ch8ng tang huyét p khac c6 thé lam tang tac dyng ha
huy8t &p clia irbesartan. M&c du vay irbesartan vin cé thé k&t hgp
dugc vdi cac thude chéng 1ang huyét 4p khac nhu cac thube chen
beta, chen calci ho#ic cac thubc Igi tiu nhém thiazid.

Diéu trj trudc bang thude Igi ti€u & lidu cao cé thé tao ra hién tugng
giam thé tich mau va nguy cd tyt huyé&t 4p khi dung irbesartan.

Ché phdm chita aliskiren va cdc chét dc ché ACE:

K&t qua nghién clu cho thdy Uc ché kép hé RAA théng qua sl
dyng déng thai céc chét dc ché ACE, thuSc déi khang thy thé
angiotensin Il hodc aliskiren lam t&ng t&n suét xay ra tac dung
khéng mong mudn nhu ha huyét &p, tang kali huyét va suy gidm
chiic n&ng thén so véi nhdm chi diing mdt chét (c ché hé RAA.
Ché phdm chia kali hodc cdc thudc Igi tiéu gi kali:

Ding déng thai irbesartan véi cae ché phdm chia kali hozic thuéc
I tiéu gl kali c6 thé lam tang néng dé kali huyét.

Lithi:

Tang néng db lithi huyétthanh va déc tinh c6 thé héi phyc dudc da
duge béo cdo khi phdi hgp vdi céc thudc e ch& enzym chuyén.
B4 vi luang tac chua dugc xac dinh vdi irbesartan va chua ¢ thé
loal trf dugc nén van phai theo ddi chatchd néng dd lithi huy&t.
Cédc thudc chdng viém khong steroid:

Khi cac chét d6i khang angiotensin Il dugc dung déng théi vl cac
thu6c ch8ng vidm khong steroid (thi dy cdc chét uc ché chon lgc
cyclo-oxygenase typ 2 (COX-2), acid acetylsalicylic (> 3 g/ngay) va
cdc thude chéng vidm khdng steroid khéng chon loc, tdc dung
chéng tang huyét ép cla irbesartan c6 thé bj gidm. Clng nhu véi
céc chét dc chd enzym chuyén angiotensin, viéc dung déng thai
céc chél a8l khang anglotensin Il va cac cht chdng vidm khang
steroid khong chon lgc cé thé 1am tang nguy cd 18n thuong chiic
nang than, cé thé dln dén suy than ofip va tang kall huyét, diic bigt
la nhiing ngudi bénh da c6 suy chic nng than 1 trude. Vide phéi
hap phal than trong, dac biet 1a ngudi cao tubl. Ngudi bdnh phai
duge ubng nuéc ddy dl va theo dol chic niing thin sau khibit ddu
ph6ihgp va dinh ky sau d6



Nhimg thong tin ivang tde khic.

- Duge dong hoo olia digoxin khdng b thay déi khi dung déng thal
valirbesartan

- Duge dbng hoo olia irbesanan khong bl thay dél khi ket hgp vai
hydroclorothlazid,

- Itbasartan dugo chuyén ho ohl y&u bl CYP205 vi mot phiin it
han bal qua trinh B0 hgp val acld glucurenie. Khbng thily o6 1wong
tho dong hoe vh duge Iye hoo o6 y nghla khi irbesartan duge dung
a6ng thail val warlarin 1 thude duge chuyén hoa bl CYP20G, The
dyng olia cho ohfit chm ang CYP2CH, thi dy tiflamplein trén duge
dong hoo clia lrbasartan chua duge danh gla

Tudng ky cln thube

Do khong 6 oo nghién ciu vé tinh iuong ky ol thube, khong tron
1Bn thuBie nay val eae thubie khic.

TAC DYNG KHONG MONG MUGN CUA THUGC (ADR)

K&t qu nghidn cdu cho thy 1y 16 xhy ra the dyng khbng mong
mutind nhém sl dyng Irbesarian (56,2%) khong khic so val nhom
dung gih duge (66,6%). Ty 16 phil ngung dung Irbesartan do 6o
dung khéng mong mubn olia thudo Ih 3,3%, Tho dyng khong mong
mubn cla irbesartan khéng phy thude libu, gidl tinh, Wbl tée,
chiing 1oc hofio thé glan didu tr|

Tho dyng khbéng mong mudn duge phan losl theo 1An sufit xby ra
trén h co quan nhu dudi day

Rdt thuong gap, ADR > 1/10

%6t nghlém: Tang kall huy81 xby ra thudng xuybn hon & bénh nhan
bl dail thao dudng sl dyng irbesartan so val nhém ngudl ding gih
duge, & bénh nhin tang huy8t ap b| bénh dal thao duting o6
microalbumin nigu va chie niing than binh thubng e sl dyng
Irbesartan thi ty 16 tang kall huy6t (» 6,5 mEa/N) xhy ra 16 20,4% va
nhém ding gih duga I 22%. & bnh nhan tang huyét 4p bl bhnh
dai thdo duting c6 protein niu va suy thin man tinh co sl dyng
Irbesartan th ty 16 tang kall huy61 (= 6,6 mEq/IN) x4y ra |4 46,3% va
nhém dung gih duge 1a 26,3%.

Thubng gap, 17100 < ADR <1/10

R61loan h thiin kinh: Chdng mat, chéng mat i thé ding,

AGI logn mach mau: Ha huydt dp 1 thd ddng li6n quan dbn liGu
dung.

AGIloan ibu hda: Bubn non, 6l mis.

REI loan co xudng v mo lién kL Dau co xuong

R61lonn chung: M1 mbi

X6t nghiém: 1,7% ngudi sl dung irbesartan c6 thng dang ké
creatin kinase huyd1 1uong nhung khong e6 libn quan dén téo dyng
khong moang mubn vé cotrdn IAm sang.

Trong 1,7% bénh nhin thng huyt 4p cé kém theo bhnh than va
dél thdo dusng duge dibu trf bAng irbesartan, dii ¢6 bo cho gihm
hemoglobin, luy nhién bio edo niay khong eo ¢ nghia lam sang.
ltgap, 171000 < ADR < 1/100

R logn tim v mgeh mau: Nhip tim nhanh, dd bing

R&1loan ho hiip; Ho.

Rl loan ti6u hba: Tidu chiy, g néng, 6l loan dubng tibu hba,
R6iloan gan mAt: Vang da.

R&1 loan ngue vh hé theng sinh sin: Suy gidm chirc nang tinh dyc.
A6l loan chung: Bau ngye.

Chua ro tdn sudt

R61logn mau vé hé bach huydt: Gldm ti6u clu,

REI loan hé mibn dich: Phin Ung qua mAn nhu phis mapch, phat
ban, n6i may day.

R6iloan chuyén hba va dinh dudng: Tang kall mau

R&iloan hé thin kinh: Chéng mat, nhie diu

A6l loan tal va Sc tal: U tal

Ablloan libu hda: ARSI loan v|glac

A6IIonn gan mbt: Viem gan, bAtthudng chio ning gan

R6iloan da va oae mb dudi da; Viem mach mau qua min

R6i loan co xudng vi mb 16n k6t Dau khdp, dau cd (Mot 86 irudng
hep lién quan dén thng creatin kinase huy61 ivong), co co.

R6I loan than va 16t nigu: Suy giim chite ning thin,

Trd om

Trong mébt nghién ctu nghu nhibn c6 Al ching & 318 ird em trong
db 1wl i 6 dén 16 bi thng huyét ap, 1y 16 téc dyng khong mong
mudn xhy ra trong glal doan mi dbl kéo dal 3 tuln: Nhic diu
(7,9%). ha huyft dp (2,2%), chong mat (1,9%), ho (0,8%). Trong
glal dogn 26 tufin 1n sufit xdy ra bt thutng trong k6t qué xé1
nghiém la: Thng creatinin (6,5%) va thng areatin kinase (2%).
Hudng ddn cheh xir trl ADR

Chc the dyung khong mong mubn hiim xby ra, thudng nhe, khbng
ofin x{f trl gl de bi6r. N6u bat ddu dang thube ndn chi ¢ dibu tr|
glam thé tich mau néu ¢6.

QUA LIEU VA CACH XU TRI

Libu 161 600 mg/nghy ding cho ngudl 16n trong 8 tuin khong gay
bt cit mé!t dffu higu doe tinh ofip nho. Trong truéing hgp qua libu,
tribu ching Ihm sang nhibu khé nang xhy ra It hy huy&1t 4p vi nhip
tim nhanh. Nhip chim cing ¢6 thé xhy ra,

Chua b libu phap diic higu trong aibu tr| qua 16y ibesartan, Bonh
nhin ofin duge theo doi nghibm nglt, Aibu tr| trbu ching vi tre e,
MO186 bibn phap o6 thé ap dung nhu ghy nbn vamosc s dy diry,
ding than hog! tinh, Khong thé logl bo Irbesanan bhing thim 1éch
méu.

DUGC LYC HOC
Nhém duge ly: Thutio d6i khang thy thé angiotensin Ii
MBATC: COBCADA

irbesartan 1& mot chill d81 khang thy thé typ | cha angiotensin i
(AL). tbesarian (o ohé 1o dung sinh Iy ola anglotensin 1, k6 ch
the dung 161 aldostaron vh co mach, do de ché chon oo thy hé AT

olm anglotensin I & nhibu md, bao gbm oh tuybin thugng thin v cd
tran thinh mech

Libu theng thudng irbesartan o6 146 dyng lam ha huy6t fp tuang 1y
nhu libu thong thudng olia losartan, analapnl hoso atenclol, nhung
Khio val losartan, Irbesanan KNong phal 1h mot 16n chl va 140
dyng duge Iy kheng phu thubo vae sy thiy phln & gan. Khac vl
oo thubo (o ohé enzym chuyén anglotensin (ACE. Anglotensin
convarting enzyme), Irbesartan khong o oh8 enzym chuybn db)
anglotensin | thanh anglotensin [I vl nhu vly khbng do ché sy
glang hoa bradykinin va chc kinin khie nbn khéng ghy ho khan dal
dhng, mot the dung khbng mong mudn phé biin khi ding che

thufic de ché onzym ohuyfn d6i

Khi ding Irbesanan val ll6u dude khuyén cho, kall huy8t khbng

thay d61 nhibu tri khi c6 suy thin va/hoc suy lim

Thue lam hin huyét 4p nhung thn 86 tim thay a1 tAt . Tée dung ha

huy8t ap phy thube vao iGu vi cb khuynh hudng khbng he théem

khi uBng mot 6u cao han 300 mo/hn/ngay. Huy6t Ap ha t6i da

trong khofing 3-6 gio sau khi udng. Tac dyng chiing 1ang huyét 4p

duy tr it nhiit 24 g6, Hidu qua chéng 1ang huy8t ap biu hign trong

vong 1-2 win, hibu qua 161 da dat duge trong vong 4-6 ufin ké 1

Kkhi bt afiu difu tri va duy 1 khi didu te] 1hu dal NE ngdng dibu i,

huy8t Ap lai ddn din rd gl tr) 86 ban dfu, nhung khong c6 hign

1gng bdnh niing At ngH1 khi nglng thubc

Téo dyng ch6ng Lang huybt dp oln irbesartan va thufic Igl tidu

thiazid o6 tinh chit hidp dbng.

DUGC PONG HOC

Thube hip thu nhanh qua 8ng 1ibu hda vdi sinh khé dyng 10 60-
80%. Thide &n khong lam thay d6] nhibu dén sinh khi dung cla
thube. Néng db dinh trong huy8t 1udng dst duge khohng 1 - 2 git
sau mbt IBu uting. Néng a6 thubc trong mau dat dén trang thél chn
bhng én dinh sau 3ngay ubng thube,

Irbosartan li6n k61 66% val protein huyst tuong. Thé tich phan bé
olnthube vio khohng 63 - 9311t

Bau khi uGng, khohng B0-B5% Irbesanan c6 trong huyél tuong
dual dang khong adi. Thube chuyén hba & gan qua con dudng lién
hap glucuronid vh oxy héa. Chit chuyén héa chinh trong tufin
ho#n I Ibesartan glucuronid (khohng 6%). M1 86 nghién cdu in
vitro chl ra rhng Irbesartan chii y6u bl oxy héa bdi cytochrom P,
Isoenzym CYP2C0, isoanzym CYP3A4 c6 thc dong khbng dang
Kké 16n chuydn hoa irbesartan.

Duge dong hoo cla irbesartan tuy6n tinh vol lidu ding trong pham
Vi li6u 110 - 600 mg, D61 vallibu trbn 600 mg (ghp Aol libu khuyén
céo cao nhit), 1 16 hip thu cha irbesantan thip hon, cd ché chua
duge b1 10, Irbesartan va chiit chuyn hoa cland thél trs qua mét
vi nude tiBu, B thanh thal toan phAn va dd thanh thal than 1An lugt
18 157 - 176 mi/phdt va 3 - 3,5 miiphat. Sau khi ubing, khohng 20%
Iugng thudc thal iril qua nude 16u & dang chuyén héa va dudi 2% &
dang khong chuyén hba, Théi gian ban thal la 11 - 16 gid.

Duge déng hoe & che ddi tugng dic bigt

Gidl linh: C6 nghln ciu chl ra rhng nbng db irbesartan trong huy#t
1uang & nli gidi tang huy6t ap c6 tang nhe. Tuy nhidn, thoi glan ban
thél v milc a6 tich |0y cda irbasartan khong a6l & nl gigl, do A6
khong chn thit phéi dibu chink iu,

Ngubi 16n tudl; Gié trf AUC (Area Undor the Curve) va C..,, & ngusi
160 w6l (2 86 tubi) hol cao hon so véi ngudl tré (18 - 40 twéi). Tuy
nhién, thisi glan ban thai khong thay d61. Do vy, khbng chn thigt
phisidiGu chinh li§u.

Tré am: Duge dong hoc cla irbesartan duge danh gié trén 23 tré
om 1ang huy61t 4p sau khi dung mot hofie nhidu liéu hang ngay cha
Ibesartan (2 mg/kg) 16n dn lidu 1G] da 14 150 mg/ngay trong 4
tufin, K6t qui cho thily C,..,, AUC v mide d6 thanh théi tuong ty &
bonh nhan trudng thanh dung 150 mg Irbesartan mbl ngay.
Itbesanian it tich Gy trong huy61 tuang (18%) khi lap lai li6u ding 1
1An/ngay,

Suy than: Che thong 86 duge dong hoc cla irbesartan thay d6i
khong ding ké & bénh nhan suy thin hosc chay thén nhan tao
Irbesartan khong bjloal bb béithAm phan méu.

Suy gan: & bhnh nhan suy gan nhe va viia, duge ddng hoc cha
irbosartan thay déi khéng dang ké. Duge dong hoc irén bgnh nhan
Buy gan nhng shua duge nghién odu

QUY CACH BONG GOI: Hop 3 vix 10 vidn.

PIEU KIEN BAO QUAN: Noi kho, nhitit do khong qué 30 °C. Tranh
Anh gang.

HAN DUNG: 36 thiing ké 1 ngdy sén xuéit.

TIEU CHUAN CHAT LUGNG: UBP
Sibn audt rat

Vs e T v

CONG Ty 6 PHAN DUGC PHAM BAVI

(SaViphurm J.5.C)

L 2.01-02-03a, Khu Cong nghiép trong Khu Ché xudt Tan Thidn,
Phiing Tan Thudn pong, Quin 7, Thanh PM HB Chi Minh
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