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THANH PHAN: Méi vién chia BAO QUAN: Noi kho, Tiéuchuin :USP 39
e 75 MG nhiét a6 khéng qua 30°C.
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: Box of 3 blisters
X 10 film-coated caplets
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COMPOSITION: Each caplet contains
Excipients g.s. for ......... 1 caplet

INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION,
PRECAUTIONS, SIDE EFFECTS,
AND OTHER INFORMATION: See
enclosed leaflet.

STORAGE: Keep in a dry place,
do not store above 30°C.
Protect from light.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET
BEFORE USE

SPECIFICATION: USP 39

Manufactured by:
SAVI PHARMACE!

(SaWipharm J.5.C)

Lot No. Z.01-02-0:

located in EPZ, Dist. 7, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

SaVi Irbesartan 75

Rx Thuédc bin theo don

THANH PHAN:
TIXDESATIAN ooy combonssnsubionimes sinsin isminmmaeomsins 75mg
Taduge viradll ....ooviviiiie el 1 vién

(Lactose monohydrat, tinh bot bién tinh, cellulose vi tinh thé
101, natri starch glycolat, silic dioxyd keo, povidon K30, talc,
magnesi stearat, hypromellose 15 cps, hypromellose 6 cps,
polyethylen glycol 6000, titan dioxyd).

DANG BAO CHE: Vién nén bao phim

DUQC LUC HQC

Irbesartan 13 mot chdt ddi khang thu thé typ I cta angiotensin II
(AT)). Irbesartan {rc ché tac dung sinh ly cua angiotensin I, ké
ca tic dung tiét aldosteron va co mach, do trc ché chon loc thy
thé AT, cua angiotensin II & nhiéu mé, bao gdm ca tuyén
thuong thén va co tron thanh mach.

Liéu thong thudng irbesartan c6 tac dung lam ha huyét 4p
twong ty nhu lidu thong thudng cua losartan, enalapril hodc
atenolol, nhung khéc véi losartan, irbesartan khong phai 1a mot
tién chit va tac dung dugc ly khéng phu thudc vao su thuy
phan & gan. Khic véi cic thudc wc ché enzym chuyén
angiotensin (ACE: Angiotensin converting enzyme), irbesartan
khong Gc ché enzym chuyén ddi angiotensin 1 thanh
angiotensin II va nhu vdy khéng Gc ché sy gidng hoa
bradykinin va cac kinin khéc, nén khéng gay ho khan dai dang,
mét tac dung khong mong mudn phd bién khi ding cac thudce
trc ché enzym chuyén dbi.

Khi dung irbesartan v&i lidu dugc khuyén cdo, kali huyét
khong thay dbi nhiéu trir khi ¢6 suy than va/hodc suy tim.
Thubc 1am ha huyét 4p nhung tin sé tim thay ddi rat it. Téc
dung ha huyét 4p phu thudc vao lidu va co khuynh huéng
khéng ha thém khi udng mét lidu cao hon 300mg/lan/ngay
Huyét ap ha t6i da trong khoang 3-6 gi& sau khi udng. Téc
dung chéng tang huyet ap duy tri it nhat 24 gio. Hiéu qua
chdng ting huyét &p biéu hién trong vong 1-2 tudn, hidu qua téi
da dat dugc trong vong 4-6 tudn ké tir khi bét dau diéu trj va
duy tri khi diu trj 1au dai. Néu ngimg diéu tri, huyét ap lai dan
dén tro lai trj s6 ban dau, nhung khong c6 hién tugng bénh
ngng dot ngdt khi ngimng thudc.

Tac dung chdng ting huyet &p cha irbesartan va thudc loi tidu
thiazid c6 tinh chat hiép dong.

DUQC f)QNG HQC

Thudc hap thu nhanh qua dng ti€u héa véi sinh kha dung tir 60-
80%. Thirc in khong 1am thay déi nhiéu dén sinh kha dung cta
thuéc. Nong do dinh trong huyét twong dat dugc khoang 1 - 2
gid sau mot liéu ubng. Nong d¢ thude trong mau dat dén trang
thai can bing 6n dinh sau 3 ngay ubng thudc. Irbesartan lién
két 96% v6i protein huyét twong. Thé tich phan bd cua thube
vao khoang 53 - 93 lit. Sau khi ubng, khoang 80-85%
irbesartan ¢6 trong huyét tuong dudi dang khong dbi. Thube
chuyén héa & gan qua con dudng lién hop glucuronid va oxy
héa. Chét chuyén héa chinh trong tudn hoan 13 irbesartan
glucuromd (khoang 6%) Mot sb nghién ctru in vitro chi ra
ring irbesartan chi yéu bi oxy hoéa bdi cytochrom Pgs,
isoenzym CYP2C9, isoenzym CYP3A4 c6 tic dong khdng
dang ké 1én chuyén héa irbesartan.

Duoc dong hoc cua irbesartan tuyén tinh véi lidu diing trong
pham vi lidu tir 10-600 mg. Déi véi lidu trén 600 mg (gip doi
lidu khuyén cdo cao nhit), ty 1& hdp thu cla irbesartan thép
hon, co ché chua dugc biét rd. Irbesartan va chit chuyén héa
ctia né thai trir qua mat va nuée tiéu. DG thanh thai toan phan
va do thanh thai than lan lugt 1 157-176 ml/phat va 3-3,5

ml/phut Sau khi uong, khoang 20% luong thudc thai trir qua
nude tidu & dang chuyén héa va duéi 2% & dang khéng chuyén
héa. Thoi gian ban thai la 11 - 15 gio.

Duge dpng hoc ¢ cdc ddi twong dac b:et

Gidi tinh: C6 nghién cttu chi ra rang ndng do irbesartan trong
huyét tuong & nir gi6i tang huyét 4p c6 ting nhe. Tuy nhién,
thoi gian bén thai va mic d6 tich Iily cua irbesartan khong dbi
& nit gi6i, do d6 khong can thiét phai diéu chinh liéu.

Nguoi I6n tuéi: Gia tri AUC (4rea Under the Curve) va Cpp O
ngum 16n tudi (> 65 tudi) hoi cao hon so véi ngu'orl tré (18-40
tudi). Tuy nhién, thoi glan ban thai khong thay ddi. Do vy,
khéng can thiét phai diéu chinh liéu.

Tré em: Dugc dong hoc cua irbesartan dugc danh gia trén 23
tré em tang huyét 4p sau khi diing mét hozc nhiéu liéu hang
ngdy cla irbesartan (2 mg/kg) 1én dén lidu t6i da 1a 150
mg/ngay trong 4 tudn. Két qua cho thdy Cpae AUC va mirc d6
thanh thai tuong tu & bénh nhan trudng thanh ding 150 mg
irbesartan m&i ngay. Irbesartan it tich liiy trong huyét tuong
(18%) khi lap lai lidu dung 1 lan/ngay.

Suy thdn: Céc thong sé dugc dong hoc cua irbesartan thay ddi
khong dang ké & bénh nhéan suy thdn hodc chay than nhan tao.
Irbesartan khong bi loai bo béi thdm phan mau.

Suy gan: O bénh nhén suy gan nhe va vira, dugc dong hoc cua
irbesartan thay ddi khéng dang k&. Dugc dong hoc trén bénh
nhén suy gan nang chua dugc nghién ctru.

CHI PINH

Irbesartan duoc chi dinh cho diéu tri:

- Tang huyét 4p dong mach vo cin

- Bénh than do dai théo dudng typ II ¢6 ting huyét 4p.

LIEU LUQNG VA CACH DUNG

Thudc nay chi diing theo sw ké don ciia bic st
Cdch ding: :
Thude ding dudng ubng, udng trong hoic ngoai bira an. Nudt
vién thudc véi nuée, khong nén nhai hay nghién vién thudc.
Déi voi lidu 37,5 mg, c6 thé bé doi vién SaVi Irbesartan 75
theo vach trén vién thudc.

Liéu luong cua irbesartan phai dugc diéu chinh cho timg bénh
nhan cén cir vao dap ting lam sang.

Liéu heong:

Nguoi In:

- Lidu khoi ddu va duy tri thong thudng 12 150 mg/lan/ngay.
Liéu 150 mg/ldn/ngay c6 tac dung kiém soét huyét 4p t6t hon
liéu 75 mg/lan/ngdy. Tuy nhién liéu khéi ddu 75 mg c6 thé can
nhéc chi dinh cho c4c bénh nhan phai loc mau hodc ngudi bénh
giam thé tich mau va ngudi gia trén 75 tudi.

- Néu lidu 150 mg/lan/ngay khong du dé kiém soét huyét ap thi
c6 thé tang liéu 1én 300mg/lan/ngay hodc dung thém mot thuée
chéng tang huyét &p khéc. Vi du néu két hop irbesartan véi
mot thudc loi tidu nhu hydroclorothiazid s& thu duge mot tac
dung ha huyét 4p cong hop.

Suy than:

Khong can diéu chinh liéu ¢ nhitng ngudi bénh suy than. Véi
nhitng ngudi bénh phai loc méau liéu khoi du 12 75 mg/ngay.
Suy gan:

Khong cin diéu chinh lidu v6i céc bénh nhan c6 suy gan nhe
ho#c vira. Chua c6 kinh nghiém 1am sang véi suy gan néng.

N
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Nguoi Ion tuéi:

Khéng cin ‘diéu chin‘h lidu ddi véi ngudi 16n tudi, tuy nhién
nén dung licu khoi ddu thdp 1a 75 mg/lAn/ngdy déi véi ngudi
trén 75 tuodi.

Tré em:

Liéu‘khéri dau: 37,5 mg/lé‘m/ngéy cho tré nang 10 - 20 kg; 75
mg/lan/ngay cho tré ning 21-40 kg; 150 mg/lan/ngay cho tré
ndng > 40 kg. Liéu c6 thé tang gip d6i néu can thiét

CHONG CHI PINH

- Qué mn véi céc thanh phin cia thube.

- Phu nif ¢6 thai hogc dang cho con bu.

- Phéi hop véi thube chira aliskiren & bénh nhan dai théo
dudng hodc bénh nhén suy than vira va ning (d6 loc ciu than <
60 ml/phit/1,73 m?).

THAN TRONG KHI DUNG THUOC

- Giam thé tich mau:

O nhing bénh nhan bi giam thé tich mau nhu mit mudi va
nuée do dung nhém loi tidu manh, tiéu chdy hodc nén kéo dai,
co thé‘ xay ra hz;} huyét ap triéu chimg, dic biét sau khi udng
lieu ddu tién. Cén thiét phai didu trj giam thé tich méau trudc
khi cho dung irbesartan.

- Hep dong mach thén:

Véi nhitng ngudi bénh bj hep dong mach than mdt bén hodc
hai bén khi ding irbesartan c6 nguy co tut huyét p ning va
suy giam chirc nang than.

- Ghép than hodc suy thén:

Cén phai than trong v6i nhimg ngudi bénh nay. Kiém tra
thudng xuyén nong do kali va creatinin huyét 12 cin thiét.

ddi tuong

- Uc ché kép hé renin-angiotensin-aldosterone (RAA):

C6 bing chimg cho thdy sir dung ddng thdi thudc e ché ACE,
thudc trc ché thu thé angiotensin II hay aliskiren lam tang nguy
co ha huyét ap, ting kali huyét va suy giam chirc nang than
(bao gbm suy than cép). Sir dung phdi hop cac thubc nay
khong dugc khuyén cdo. Néu can thiét phai phéi hop céc thube
nay thi phai theo ddi va giam sat chat ché chic nang thén, cac
chét dién giai va huyét ap. Khong nén sir dung ddng thoi thube
tic ché ACE va thudc ddi khang thu thé angiotensin 11 & bénh
nhén bénh thin do dai thao dudng.

- Tang kali huyét:

C6 thé xay ra tang kali huyét khi ding irbesartan dic biét &
ngudi bi suy than, protein niéu do bénh than dai thdo dudng
va/hodc suy tim. V6i nhitng ngudi bénh nay nén thudng xuyén
kiém tra kali huyét. Tranh ding ddng thoi irbesartan véi thube
loi tiéu gitr kali.

- Lithi:

Khéng nén diing ddng thdi lithi va irbesartan.

- Cudng aldosteron tién phat:

Nhitng bénh nhén cudng aldosteron tién phét thudng khong
d4p tng véi cac thude chdng ting huyét 4p tac dung thong qua
tic ché hé renin-angiotensin nén irbesartan cing khong c6 téc
dung trén nhitng bénh nhén nay.

- Ciing nhu véi c4c thudc gidn mach khéc, irbesartan phai diing
than trong trong cac bénh nhu: Hep van dong mach chi va hep
van hai 14, bénh co tim phi dai tic nghén.

- Ngudi bénh ¢6 truong luc thanh mach va chirc néng thdn phy
thugc chi yéu vao hoat dong cua hé renin-angiotensin-
aldosteron (thi du ngudi bénh bi suy tim sung huyé€t ning hodc
bi mdt bénh than ning nhu hep dong mach than hai bén), viéc
diéu trj bing c4c chat rc ché enzym chuyén hogc céc chét dbi
khéng thu thé angiotensin II tdc dong trén h¢ da timg thdy c
tinh trang ha huyét ap cap, ting nitrogen huyét, gidm ni¢u hodc
hiém hon 12 suy thén cap. Nhu véi bat ky thude chéng ting
huyét 4p no, su ha dot ngdt huyet dp & nhitng ngudi bénh tim
thiéu mau cuc bd c6 thé dan dén nhdi mau co tim hoc tai bién
mach mau néo. .

- Khéng dung nap lactose:

Bénh nhén c6 cic van dé vé di truyén hiém gdp nhu khong
dung nap galactose, thiéu hyt Lapp lactase hodc kém hép thu
glucose-galactose khong nén ding san phém nay.

TUONG TAC VOI CAC THUOC KHAC

VGi cdc thuée chong ting huyét dp khdc:

Céc thudc chong tang huyét 4p khac c6 thé lam tang tdc dung
ha huyét 4p cua irbesartan. Mac du vdy irbesartan van c6 thé
ket hop dugce véi céc thude chong ting huyét ap khac nhu céc
thuoc chen beta, chen calci hoic cac thudc loi tiéu nhém
thiazid. . ) : . .

Dicu trj truéc bang thude loi tiéu & lidu cao c6 thé tao ra hién
tuong giam thé tich mau va nguy co tut huyét ap khi dung
irbesartan.

Ché phdm chira aliskerin va cdc chc,i’t trc ché ACE:

Ket qua nghién ciru cho thay trc ché kép h¢ RAA théng qua sir
dung dong thoi céc chat e ché ACE, thudce ddi khang thu thé
angiotensin II hogc aliskerin lam ting tin sudt xay ra tac dung
khong mong muén nhu ha huyét 4p, ting kali huyét va suy
giam chirc ndng than so v6i nhém chi diing mét chat e ché he
RAA.

Ché pham chira kali hodc cdc thuéce loi {iéu giit kali:

Dung dong thdi irbesartan véi cdc ché phdm chira kali hoic
thudc loi tiu giir kali c6 thé 1am tang nong d6 kali huyét.

Lithi:

Tang nong d6 lithi huyét thanh va doc tinh c6 thé hdi phuc
dugc da dugc bdo cdo khi phdi hop véi céc thude e ché
enzym chuyén. Boi vi tuong tic chua dugc xé4c dinh véi
irbesartan va chua c¢6 thé loai trir dugc nén van phai theo dsi
chit ch& nong d6 lithi huyet.

Cdc thudc chong viém khong steroid.: .

Khi cdc chat doi khéng angiotensin II dugc dung dong thoi véi
céac thudc chong viém khong steroid (thi du cac chat tc ché
chon loc cyclo-oxygenase typ 2 (COX-2), acid acetylsalicylic
(>3 g/ngdy) va céc thudc chong viém khéng steroid khong
chon lgc, tac dung chong tang huyet ap cua irbesartan c6 thé bj
giam. Ciing nhu véi céc ché {ic ché enzym chuyén angiotensin,
viéc dung dong thoi cc chét d6i khang angiotensin II va cac
chét chong viém khéng steroid khong chon loc ¢6 thé lam ting
nguy co ton thuong chirc nang thén, c6 thé dan dén suy than
cap va tang kali huyét, ddc biét la nhitng nguoi bénh da c6 suy
chirc nang thén tir trudce. Viéc phoi hop phai than trong, dic
biét 1a ngudi cao tudi. Ngudi bénh phai dugc udng nudc day
du va theo ddi chirc nang thén sau khi bat dau phoi hop va dinh
ky sau dé.

Nhiing thong tin twong tdc khdc: . .

- Duoc dong hoc cua digoxin khdng bj thay ddi khi dung dong
thoi véi irbesartan . )

- Dugc dong hoc cuia irbesartan khong bi thay doi khi két hgp
v6i hydroclothiazid. .

- Irbesartan dugc chuyén hod chu yéu béi CYP2CY va mot
phan it hon boi qua trinh lién hop véi acid glucuronic. Khong
thiy c6 tuong tic dong hoc va dugc luc hoc ¢d y nghia khi
irbesartan dugc dung dong thdi véi warfarin 1a thude dugc
chuyén héa bdi CYP2C9. Tac dung cua cac chat cam Ung
CYP2C9, thi du rifampicin trén dugc dong hoc cua irbesartan
chua dugc danh gia.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH
MAY MOC .

Chua c6 nghién ctru vé anh hudng cua irbesartan 1én kha nang
l4i xe va van hanh mdy mdc. Dya trén tidc dung dugc ly,
irbesartan dugc dy dodn khong anh hudng dén kha ning lai xe
va van hanh may méc. Tuy nhién, do thudc ¢ cic tic dung
khong mong mudn nhu gdy chodng vang va nhirc dau nén phai
than trong khi dung irbesartan cho ngudi l4i xe va vdn hanh
may mdc néu cdc triéu chirng nay xay ra.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai )

Chong chi dinh ding thudc cho phu nir dang mang thai.

Trong 3 thang dAu thai ky chéng chi dinh do thdn trong. Trong
3 théng gifta hogc 3 théng cubi cua thai ky, thube gdy doc cho
thai (giam chirc ndng thén, it nuéc 6i, chdm cdt hda xwong so)
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va gdy doc cho tré so sinh (suy than, ha huyét ap, tang kali
huyet). Khi phat hién c6 thai, phai ngliing ngay irbesartan va
thay bang thudc khac. Néu da ding thudc trong mot thoi gian
dai, can ki€m tra chup so va chirc nang thén, siéu am cho thai
nhi.

Thoi ky cho con bii
Chdng chi dinh dung thudc cho phu nit dang cho con ba.

Théng bdo cho Bic si nhitng tic dung khéng mong muon
gdp phdi khi st dung thuoc

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Két ‘qua nghién ctru cho thdy ty 1é xay ra tac dung khéng mong
mudn & nhédm s dung irbesartan (56,2%) khdong khac so véi
nhém dung gia dugc (56,5%). Ty ¢ phai ngung ding
irbesartan do tac dung khong mong mudn cta thudc 1a 3,3%.
Téc dung khng mong mudn cua irbesartan khong phu thuge
liéu, gidi tinh, tudi tac, ching tgc hodc thoi gian dleu tri.

T4c dung khong muén dugc phan loai theo tan sudt xay ra trén
hé co quan nhu duéi day:

Rt thuong gdp, ADR > 1/10

Xét nghiém: tang kali huyét xay ra thudong xuyén hon & bénh
nhan bi déi thdo dudng st dung irbesartan so v&i nhém ngudi
dung gia duoc. O bénh nhan tang huyét 4p bi bénh dai théo
dudng c6 microalbumin niéu va chirc ning than binh thudng
c6 str dung irbesartan thi ty I¢ tang kali huyét (5,5 mEq/lit)
xay ra 1a 29,4% va nhém dung gia duoc la 22%. O bénh nhan
tang huyét ap bi bénh tidu duong cé protein niéu va suy thén
man tinh ¢6 st dung irbesartan thi ty ¢ tang kali huyét (5,5
mEq/lit) xay ra 12 46,3% va nhém dung gia duoc la 26,3%.

Thuong gap, 1/100 < ADR <1/10

Réi loan hé than kinh: chéng mit, chong mit tu thé ding, nhirc
dau

Réi loan mach méu: ha huyét 4p tu thé ding lign quan dén liéu
dung

Rox loan tiéu héa: budn nodn, 6i mira

R&i loan co xwong va mé lién két: dau co xuong

R&i loan chung: mét moi

Xét nghiém: 1,7% ngudi st dung irbesartan c6 ting dang ké
creatin kinase huyét tuong, nhung khéng c6 lién quan dén téc
dung khong mong mudn veé co trén 1dm sang

Trong 1,7% bénh nhén tang huyet ap c6 kém theo bénh than va
dai thdo dudng duoc didu tri bing irbesartan, dd c6 béo cdo
giam hemoglobin, tuy nhién bdo cdo ndy khong c6 y nghia lam
sang.

It gap, ADR< 1/100

ROi loan tim va mach méu: nhip tim nhanh, mau tinh mach
R01 loan tiéu héa: tiéu chay, ¢ nong, rbi loan dudng tiéu héa
R&i loan gan mat: vang da

R&i loan ngyc va hgihong«smh san: suy giam chirc ning tinh
duc 70 iy,

Réi loan ch g dau nguc‘ *

Chua 1 td ’Suat

{b?"w/{u”?

("/ (-A

Rox loan méu va h¢ bach huyét: giam tleu cdu

Réi loan hé mién dich: phan {mg qua min nhu phii mach, phat
ban, ndi may day

Rgx loan hé than kinh: chéng mat, nhirc diu

R&i loan tai va bc tai: 0 tai

Réi loan tiéu héa: réi loan vi giéc

ROi loan gan mét: viém gan, bat thudng chirc ning gan

R(}i loan da va cac m6 dudi da: viém mach mau qua man

R&i loan co xuong va md lién két: dau khép, dau co (mot sb
trudng hop lién quan dén tang creatin kinase huyét tuong), co
co.

R&i loan than va tiét niéu: suy giam chirc ning thén.

Tre em

Trong mét nghién ciru ngdu nhién c6 ddi ching & 318 tré em
trong do tu01 tir 6 dén 16 bi tang huyét ap, ty 18 tac dung khong
mong mudn xay ra trong giai doan mu doi kéo dai 3 tudn: nhirc
dau (7,9%), ha huyét ap (2,2%), chéng mit (1,9%), ho (0,9%).

Trong giai doan 26 tuin tin sudt xay ra bit thudng trong két
qua xét nghiém la: ting creatinin (6,5%) va tang creatin kinase
(2%).

Huwéng dén cdch xiv tri ADR

Céc tac dung khéng mong mudn hiém xay ra, thudng nhe,
khong cAn xur tri gi dic biét. Neu bit diu dung thudc nén cha y
diéu tri giam thé tich mau néu co.

QUA LIEU VA XU TRI
Liéu t&i 900 mg/ngay dung cho ngudi 16n trong 8 tudn khong
gdy bét cir mot ddu hidu doc tinh cap nao. Trong trudng hop
qué lidu, tridu ching 1am sang nhiéu kha ning xdy ra la ha
huyét ap va nhip tim nhanh. Nhip chdm cfing c6 thé xay ra.
Chua c6 li¢u phdp déc hiéu trong diéu tri qua lidu irbesartan.
Bénh nhan cin dugc theo ddi nghiém ngat, diéu tri triéu chimg
va trg lyc. Mot sb bién phap c6 thé 4p dung nhu gdy ndn
vi/hojc rira da day, dung than hoat tinh. Khong thé loai bd
irbesartan bing thdm tach loc mau.

PONG GOI: Hop 3 vi x 10 vién

BAO QUAN: Noi kho, nhiét d6 khong qua 30°C, trénh 4nh
sang.

TIEU CHUAN AP DUNG: Tiéu chudn USP 39.
HAN DUNG: 36 thang ké tir ngay san xuét.

De xa tam tay cia tré em.
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