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TO HUONG DAN SU DUNG THUOC
Rx §aVi Olmesartan 10

DE xa tim tay trd em
Poc kff hirdng diin st dung tricée khi divng
Thude nay chi ding theo don thude

THANH PHAN CONG THUC THUOC
(Cho I vién nén bao phim SaVi Qlmesartan 10)
Thanh phn duge chit:

Olmesartan medoXomil.......cevrnercrcssissnsne. 10 MG
Thanh phfi n t4 duge:

Lactose monohydrate; cellulose, microcrystalline
M102; low-substituted hydroxypropyl cellulose;

magnesium stearate; hypromellose 6 cps; macrogols
6000; tale; titanium dioxide.

DANG BAO CHE

Vién nén bao phim.

MO TA SAN PHAM

Vién nén tron, bao phim mau tréng, hai mit khum tron,
canh va thanh vién lanh lan.

CHI DINH

- Piéu tr] ting huyét 4p nguyén phat & ngudi 16n.

- Didu trj ting huyél ap & tré em va thanh thiéu nién tir
6 dén dudi 18 wdi.

LIEU DUNG, CACH DUNG

Litu ding

Ngwai lon

Lidu khéi diu khuyén cdo cia olmesartan medoxomil
la 10 mg x 1 ln/ngdy. O bénh nhan c6 huyét 4p chua
dwge kidm soat diy du boi liéu ndy, olmesartan
medoxomil c6 thé tang 1én lidu t6i wu 20 mg x |
1An/ngay. Néu cin giam thém huyét &p, lidu olmesartan
medoxomil ¢6 thd duge tang Ién tdi da 1a 40 mg mdi
ngdy hogc phéi hgp thém ligu  phap
hydrochlorothiazide.

Téc dung ha huyét 4p ciia olmesartan medoxomil thé
hién déng k& trong vong 2 tuin va dat t6i da vao
khoang 8 tudin sau khi bt ddu diéu tri. Piéu nay nén
dugc Tuu ¥ khi xem xét thay ddi ché do liéu cho bat ky
bénh nhén nao.

Déi frgng diic bigt

Ngudi cao tuoi (i 65 tudi ird 1én)

N6i chung khéng can chinh lidu & ngudi cao tudi (xem
céc khuyén céo v& liéu & bénh nhén suy thin bén dudi).
Nén theo doi chat che huyét dp néu cin tang lidu dén
liu t6i da 40 mg mdi ngay.

Suy thgn

Vi kinh nghiém han ché khi ding liéu cao, lidu t6i da
ctia olmesartan medoxomil trén bénh nhan suy thin tir
nhe dén trung binh (@6 thanh thai creatinine tir 20 - 60

mL/phiit) 14 20 mg x 1 1An/ngdy. Khéng khuyén céio sir
dung olmesartan medoxomil & bénh nhan suy théin
niing (46 thanh thai creatinine < 20 mL/phit) do kinh
nghiém con han ché trén nhoém bénh nhén nay.

Suy gan

Khéng cAn chinh liéu & bénh nhén suy gan nhe. o
nhimg bénh nhan suy gan trung binh, khuyén céo ding
lifu khdi diu olmesartan medoxomil 10 mg x |
lin/ngay va lidu t6i da khong duge vuot qua 20 mg x 1
lin/ngay. Nén theo di chit ch# huyét ap va chire niing
thin & nhitng bénh nhan suy gan dang dimg thude lgi
tiéu vavhoiic cic thudc ha huyé( ap khac. Chua cé kinh
nghi¢m sir dung olmesartan medoxomil & bénh nhin
suy gan ngng, do dé khong khuyén cdo sir dung cho
nhom bénh nhén ndy. Khong nén ding olmesartan
medoxomil trén bénh nhan tic mét,

Tré em
Tré em va thanh thiéu nién tir 6 — 18 tudi:

Litu khéi ddu khuyén cdo cia olmesartan medoxomil
& tré em i 6 - 18 tudi 1a 10 mg x 1 lin/ngay. Tré em 6
huyét 4p chua duoc kiém sodt ddy di bai lidu nay, lidu
diing c6 thé dugc tang 1én 20 mg x 1 lan/ngdy. Néu cén
giam thém huyét 4p, lidu ding c6 thé tang lén tdi da 40
mg ddi véi tré em co cén ning > 35 kg. Tré em cb cin
ning < 35 kg, lidu ding hang ngay khdng dugec vuot
qua 20 mg.

D&i tuong tré em khic:

D6 an toan va higu qui cua olmesartan medoxomil &
tré em tir 1 dén 5 tudi chua dugc thiét 1ap.

Olmesartan medoxomil khong nén ding cho (ré¢ em
duéi 1 tudi vi lo ngai vé do an toan va thiéu dit lidu &
nhém tudi nay.

Céch ding

Pé hd trg vige tuan thy, Khuyén c4o nén udng thuoe
vao cing mft thoi diém mdi ngdy, cing hojc khéng
ciing thitc &n, vi dy nhw vao bira séng. Nén nubt vién
thubc véi mot lugng chit 1ong vira da (vi du: mét ly
nuéc). Khéng nén nhai vién thude.

Néu quén ding thudc

Néu quén dimg thudc, ubng lidu binh thudmg vao ngay
hom sau nhu thudng 16, Khdng uéng gap doi liu trong
ciing mdt ngay dé bu lidu da quén.

CHONG CHI PINH
Qué min vdi olmesartan medoxomil hoiic bét ky thanh
phn nao ciia thude.
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Phuy nif ¢6 thai trong ba théng giira va cudi thai ky.

Téc mit.

Sir dyung dong thei voi céc sin phdm chira aliskiren &
bénh nhén dai thio dutmg hofic suy thin (GFR < 60
mL/phit/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG
THUOC

Gidm thé tch ni mach

Tut huyét p ¢o tridu chimg, dic bigt |2 sau lifu diu
tién, c6 thé xAy ra & nhitmg bénh nhan bj gidm thé tich
vivhoic gidm natri do didu trj bing thubc loi ticu
manh, ché 48 #n han ché mudi, tiéu chdy hofic non.
Nén didu chinh cdc tinh trang ndy trudc khi ding
olmesartan medoxomil.

Ciie bgnh khic véi sy kich thich ctia h@ thing renin-
anglotensin-aidosterone (RAAS - renin-angiotensin-
aldesterane system)

& nhitng bénh nhén ¢6 truong lre mach méu va chire
nang thin phy thude cha yéu viio hoat dong cia hé
théng renin-angiotensin-aldosterone (nhur bgnh nhan bi
suy tim sung huyét ning hogic c6 bénh than tidm 4n,
baa gdm hep dong mach thin), viée didu trj bing cdc
thudc khéc anh huéng dén hé théng nay da dugc
khuyén cdo lién quan dén tut huyét dp cép tinh, ting
nitoe mau, thidu nidu hofic hiém gip hon I suy thén
chp. Chua thé loai trir kha niing xay ra céc téc dung
twong tyr véi thudc d6i khang thy thé angiotensin I1.
Tdng hn yér dp do bénh mgch mdun thin

Tang nguy co tut huyét 4p ning va suy than khi bénh
nhan bi hep dong mach than hai bén hofic hep dong
mach than mdt bén dang dugc didu tri bing céc thube
anh huong dén RAAS.

Suy thin va ghép thin

Neén theo doi dinh ky ndng do kali va creatinine huyét
thanh cho bénh nhdn suy giam chirc nidng thin khi
ding thudc. Khong khuyén cdo sir dyng olmesartan
medoxomil cho bénh nhan suy than ning (d¢ thanh thai
creatinine < 20 mL/phat). Chua c6 Kinh nghigm vé
viée sit dung olmesartan medoxomil trén bg¢nh nhén
mdoi ghép thén hodic bénh nhan suy than giai doan cudi
(d6 thanh thai creatinine < 12 mL/phit).

Suy gan

Chua cé kinh nghiém vé& viéc sit dyng olmesartan
medoxomil cho bénh nhén suy gan ning, do d6 khing
khuyén cdo dimg thudc trén nhém bénh nhén nay.

Titng kali mdu

Viée sit dung cac thude anh hudng dén RAAS cb thé
gay tang kali méu,

Nguy co (c6 thé gy tir vong) ting lén & ngudi cao
tudi, bénh nhén suy thén va dai thao dudng, bgnh nhén

diéu tri ddng thoi cac thude khc c6 thé 1am tang nong
dd kali va/hoiic & bénh nhan méc déng thdvi cac bién co
trén.

Truée khi xem xét sir dung ddng thai céc thube c6 anh
huwéng dén RAAS, nén danh gia ty 1§ rdi ro - loi ich va
xem xét cc lra chon thay thé khac.

Céc yéu & nguy co chinh lam tang kali mau bao gom:

- Dii thdo dudmg, suy thin, tudi (> 70 tudi).

- Két hop véi mét hotic nhiéu thude khac anh hwdng
dén RAAS va/hojic ché phim bd sung kali. Mgt 50
thudc hodic nhém thude diéu trj co thé giy ting kali
mau; chét thay thé mubi cé chira kali, thudc loi tiéu tiét
kiém kali, thuéc te ché men chuyén, thudc doi khang
thu thé angjotensin 11, thudc chéng viém khong steroid
(bao gdm ci thube tre ché chon lgc COX-2), heparin,
thuéc e ché mién dich nhu ciclosporin  hodc
tacrolimus, trimethoprim.

- Chic sy kién xay ra ddng thoi, dic bigt 1a mat nude,
suy tim cép tinh, nhiém toan chuyén hoa, suy gidm
chire nang thin, tinh trang thdn xdu di dot ngot (vi duy:
bénh truydn nhidm), ly giai & bao (vi du: thiéu mau
cuc bé chi cép tinh, tiéu co vin, chan thrang kéo dai).
Nén theo ddi chit ché kali huyét thanh & nhimng bénh
nhin co nguy co.

Ue ché kdp hé thdng renin-angiotensin-uldosterone
C6 bing chimg cho thiy viée sir dung déng thai thude
tic ché men chuyén, chen thy thé angiotensin IT hodic
aliskiren 1am ting nguy co tut huyét ép, ting kali mau
va giam chirc néing than (bao gbm ca suy than cfip). Do
d6, viée trc ché kép RAAS thong qua viée sir dung ket
hop céc chdt tc ché men chuyén, chen thy thé
angiotensin 1T hofic aliskiren khong duge khuyén céo.
Néu thuc sy cin lidgu phap tc ché kép thi nén duge
giam sét boi bac si chuyén khoa va phai thudng xuyén
theo doi chit ché chirc nang than, chét dién giai va
huyét ap.

Khéng nén sit dung déng thoi thue e ché men
chuyén va chen thy thé angiotensin 11 & bénh nhan mic
bénh thén dai thido dudng.

Lithi

Nhur céc thude déi khéng thu thé angiotensin 11, khong
khuyén cédo sir dung phdi hop lithi va olmesartan
medoxomil.

Hep dpng mach chwt hofic van hai Id, b¢nh co tim phi
dgi tidc nghén

Nhu céc thude giin mach khéc, cén ddc biét thin trong
& nhitng bénh nhén bi hep ddng mach chi hogc van hai
14, hoZic bénh co tim phi dai tAe nghén.

Cwong aldosterone nguyén phil

Bénh nhan cudmg aldosterone nguyén phét nhin chung
s& khéng dap img voi thubc ha huyét ap hoat dong
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thong qua e ché hé théng renin-angiotensin. Do d6,
vige s dung olmesartan medoxomil khong duge
khuyén cdo & nhitng bénh nhén ndy.

Bénh rugt gléng minr Sprue

Trong nhitng trudmg hop rét hiém gfip, tiéu chity man
tinh nghiém trong kém theo sut cén ddng ké di duge
ghi nhdn & nhiimg bénh nhan ding olmesartan vai
théang dén vai nam sau khi bt ddu dung thude, c6 thé
do phan g qua mdn chdm cuc b gdy ra. Sinh thiét
rut cia bénh nhan thudmg cho thdy teo nhung mao.
Néu mdt bénh nhan tién trién cdc triéu chimg nay trong
khi diéu tri bing olmesartan, va trong trudng hop
khéng cé nguyén nhén 18 ring khac, nén ngimg diéu trj
béing olmesartan ngay lp tirc va khéng nén bét dau lai.
Néu tinh trang tiéu chay khdng cai thién trong tudn sau
khi ngimg sir dung, nén xem xét thém l&i khuyén clia
chuyén gia (vi du: bac si chuyén khoa tiéu hoa).

S khde bigt vé chiing tjc

Nhur véi tht ca cac chit déi khang thy thé angiotensin 11
khic, tic dung ha huyét 4p ciia olmesartan medoxomil
& bénh nhén da den it hon mot chit so véi bénh nhin
khéong phai da den, ¢6 thé do tinh trang renin thip phd
bién hon trong nhém ngudi da den ting huyét 4p.

Phy niv cd that

Khong nén bt diu dung thudc ddi khang thy thé
angiotensin 11 trong thoi ky mang thai. Trir khi viée
tiép tuc didu trj bing thubc nay dugc coi 12 cin thidr,
bénh nhan cé ké hoach mang thai nén duge chuyén
sang céc phuong phap didu tri ha huyét ap thay thé da
dge chimg minh 13 an toan trong thai ky. Khi chin
doan cé thai, nén ngimg didu trj bing thudc déi khang
thu thé angiotensin 11 ngay ldp tic va bit dau dicu trj
thay thé néu thich hop.

Kiic

Nhw v6i bat ky thube ha huyét 4p khac, viéc giam
huyét 4p qua mirc & bénh nhdn méc bénh thidu méu co
tim hoc bénh mach mau nfio do thiu mau cuc bd cd
thé din dén nhdi méu co tim hogic ddt quy.

Lactose

SaVi Olmesartan 10 c6 chita lactose monohydrate.
Nhiing bénh nhén c6 vin dé di truyén hiém gip nhu
khong dung nap galactose, thiéu hut Lapp-lactase hofic
kém hép thu glucose — galactose khong nén dimg thube
nay.

SU DUNG THUOC CHO PHU NU CO THAI VA
CHO CON BU

Pl nir ¢d thai

Khéng khuyén céo sir dung thuoc doi khang thu thé
angiotensin 11 trong ba thang dau thai ky. Chdng chi

dinh str dyng thudc doi khang thy the angiotensin II
trong ba thang gifta va cudi thai ky.

Chua két Iugn vé bing chimg dich té hgc lién quan dén
nguy co quéi thai sau khi tiép xtic voi thudc tic ché
men chuyén trong ba thang dau cta thai ky; tuy nhién
khong thé loai trir sy gia tang nhe rii ro. Trong khi
chua c6 dir liéu dich t& hoc kiém sodt vé& rii ro véi
thube dbi khang thu thé angiotensin 11, nhiimg rii ro
twong tur ¢6 thé tdn tai dbi véi nhom thude nay. Trir khi
viée tifp tuc difu tj bing thubc chen thy thé
angiotensin dugc coi la can thiét, bénh nhan co ké

heoach mang thai nén dugc chuyén sang cac phuong
phap didu tri ha huyét dp thay thé dd duge chimg minh
14 an toan dé sir dung trong thai ky. Khi duge chan
do4n c6 thai, nén ngimg didu tri bing thude dbi khing
thu thé angiotensin 11 ngay 1ap tic va nén bit déu diéu
trj thay thé néu thich hop.

Sir dung liéu phap doi khang thy thé angiotensin II
trong ba thang gitia va cudi thai ky duge biét 1a gay
d6ic cho bao thai (suy giam chirc ning than, thidu 6i,
cham c6t héa hip so) va giy ddc cho tré so sinh (suy
than, ha huyét &p, ting kali mau).

Néu liép xtic véi thube ddi khéng thy thé angiotensin 11
tir ba thang tht hai ciia thai ky, nén siéu dm kiém tra
chire niing than va hop so. Tré so sinh ¢ me ding
thude déi khang angiotensin 11 nén dugce theo dai chat
ch& dé phat hién ha huyét ap.

Phy ni¥ che con b

Olmesartan dwgc bai tiét vac sra ciia chuft nhung
chua biét lidu olmesartan c6 bai tiét vao sita me hay
khéng. Do khong c6 sin thong tin lién quan dén viéc
sir dung olmesartan trong thoi ky cho con b, khéng
khuyén céo sir dung olmesartan va uu tién ding céc
phuong phép diéu trj thay thé an toan trong thdi ky cho
con bii, dic biét 1a khi nudi tré so sinh hodic tré sinh
nom.

ANH HUONG CUA THUOC LEN KHA NANG
LAI XE, VAN HANH MAY MOC

Olmesartan l&m anh huéng it hodc trung binh dén kha
nang lai xe va van hanh mdy moc. Chéng mit hojc mét
moi doi khi xay ra & nhimg bénh nhan dang diéu trj
béing thudc ha huyét ap, didu nay c6 thé lam giam kha
niing phan xa.

TUONG TAC, TUONG KY CUA THUOC

Twong tic caa thudc

Anl hiedng ciig cde thude khde lén olmesartan
medoxomil

Cdc thute ha huyét ap khic

Téc dung ha huyét ap ciia olmesartan medoxomil ¢6 thé
téing 1én khi sit dung dong thoi véi cac thude ha huyét ap
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khéc.

Cdc cha trc ché men chuyén, chen thu thé angiotensin IT
hodc aliskiren

Dit liéu thir nghiém 1dm sang d chi ra réing viée iic ché
kép RAAS théng qua viée sir dung két hop cic chét (e
ché men chuyén, chen thu th& angiotensin 1l hofc
aliskiren ¢6 lién quan dén tin suéit cao hom ciia cic téc
dung khéng mong mudn nhur tut huyét ép, tang kali méu
va gidm chirc nang thdn (bao gdm ca suy thin cip) so
v&i vige sir dung mét tac nhén RAAS duy nht.

Chat bé sung kali va thude lpi tiéu tiét kiém kali

Dya trén kinh nghiém v& viée sit dyng céc logi thude
kh4c 4nh hirdmg dén hé thong renin-angiotensin, vie sir
dung ddng thoi thudc lgi tiéu tiét kigm kali, chat b sung
kali, chdt thay thé mudi c6 chira kali hodic cdc loai thude
khdc c6 thé 1am tang ndng 4§ kali huyét thanh (vi du:
heparin) c6 thé din dén ting kali huyét thanh, Do d6,
khong khuyén cdo vide sir dung dong thoi cée thube
trén.

Thuie khing viém khong steroid (Non-steroidal anti-
inflammatory drugs — NSAIDs)

NSATD (bao gbm acetylsalicylic acid & liéu > 3 g/ngay
va thube tc ché COX-2) va chit d6i khang thu thé
angiotensin-1I ¢ thé higp ddng tac dung biing céch lam
giam do loc cdu than. Nguy co sir dung déng thoi
NSAID va thubc déi khéng thy thé angiotensin 11 la suy
than cdp. Chn theo ddi chirc niing than khi bét dau diéu
tri ciing nhur b sung mréc thudng xuyén cho bénh nhén,
Ngoi ra, didu trj ddng thoi c6 thé 1am giam téc dung ha
huyét ap ciia thubc ddi khang thy thé angiotensin 11, dén
dén mat mdt phin hiéu qua ctia thude.

Chdt ¢6 Idp acid mdt colesevelam;

Sir dung ddng thoi chit c¢o lap acid mit colesevelam
hydrochloride 1am giam ndng do toan than va nong do
dinh trong huyét twong ctia olmesartan va giam thoi gian
bén thai. Sir dung olmesartan medoxomil it nhét 4 gitr
trudc khi dimg colesevelam hydrochloride [am gidm
tuong tic thubc. Nén can nhic sir dyng olmesartan
medoxomil ft nhat 4 gi& truée khi ding colesevelam
hydrochloride.

Cic hgp chat khdc

Sau khi didu trj bing thudc khang acid (nhdm magnesi
hydroxyd), sinh kha dyng ctia olmesartan gidm vira phai.
Ding dong thoi warfarin va digoxin khdng anh hudng
dén dge dong hoc ciia olmesartan,

Anl hwdng eita olmesartan medoxomil Ién cic thube
khidc

Lithi

Su gia tang c¢6 hdi phuc ndng dd lithi trong huyét thanh
va dic tinh d2 duge bao cdo khi ding ddng thoi lithi véi
cc chét tc ché men chuyén angiotensin va déi khang

thu thé angiotensin I1. Do d6, khdng khuyén cdo sir dung
két hop olmesartan medoxomil va lithi. Néu viée sir
dung két hop duge chimg minh 12 cAn thiét, nén theo déi
céin than ndng do lithi trong huyét thanh.

Cde hop chat khéc

Céc hop chét da duge nghién ciru frong céc nghién cim
1am sang cy thé & nhitng ngudi tinh nguyén khée manh
bao gdm warfarin, digoxin, thubc khéng acid (magnesi
nhém hydroxyd), hydrochlorothiazide va pravastatin.
Chura quan st thdy tuong téc 1am sing nao va diic bigt
olmesartan medoxomil khong anh huéng dang ké dén
duge dong hoc hodc duge lye hoe cia warfarin hodc
duge ddng hoc ciia digoxin.

Olmesartan khong co tdc dung te ché cé ¥y nghia lim
sang ddi voi céc enzyme cytochrome P450 LA1/2, 2A06,
2C8/9, 2C19, 2D6, 2ZE1 va 3A4 wén in vitro & ngurdi, va
khéng c6 hoic c6 tac dung gy cam img toi thiéu déi véi
cic hoat dng ciia cytochrome P450 ctia chugt. Do do,
chc nghién citu vé tuong téc in vivo voi cdc chit irc ché
v cam {ing enzyme cytochrome P450 d biét khong
duge tién hanh, va dy kién khéng c6 twong tdc co ¥
nghia lam sdng gilia olmesartan va cac thube duge
chuyén héa bdi cdc enzyme cytochrome P450 néu trén.
Tré em

Céc nghién ciru twong tac chi duge thie hign & ngudi
1ém.

Chua biét liéu cdc twong téc & tré em co tuong t ninr &
ngudi I6n hay khéng.

Twong ky clia thube

Do khéng c6 c&c nghién ctu vé tinh trong ky ciia thude,
khéng trén 1n thube nay voi cae thude khic.

TAC DUNG KHONG MONG MUON CUA

THUOC (ADR)

Néu xdy ra cic tde dung khdng mong mudn sau day

thi nén ngirng thudc va dén gip bic sTngay

- Tdn sudt hiém gip, cé thé anh huong dén 1/1.000
ngwai: Cac phan {mg dj tng toan thdn bao gom: Sung
miit, miéng vivhodc thanh quan ciing véi ngira va phat
ban.

Tén sudt hiém gdp, nhung thcng xuyén hon ¢ ngudi
cao (udi: Olmesartan medoxomil ¢6 thé 1am giam qua
mirc huyét 4p & nhimg ngudi nhay cdm hojic do phan
tmg dj tmg. Tut huyét 4p c6 thé gdy ra choéng ving
nghiém trong hodic ngét xiu, Néu didu nay xay ra, hay
ngimg dimg olmesartan medoxomil, lién h§ voi bac st
ngay l@p tire va nam xudng.

Tan sudt khéng ro: Vang mit, nudc tiéu sdm mau,
ngira da, ngay ca khi da bit diu didu tri mot thoi gian.
Tém tiit edc ADR

Céce tac dung khong mong mudn thudng gip khi dimg

Inil
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olnesartan medoxomil 1a dau déu (7,7%), tri¢u chimg
gidng cim (4,0%) va chéng mijt (3,7%).

Trong céc nghién ciu don trj liéu cé dbi chimg vé&i
placebo, tde dung khéng mong mudn duy nhét lién quan
rd rang dén viéc didu tj 12 chong mat (ty 1 mic 2,5%
dbi voi olmesartan medoxomil vA 0,9% déi véi
placebo).

Ty 1€ ¢6 cao hon khi ding olmesartan medoxomil so véi
placebo vé vigc tang triglyceride mau (2,0% so véi
1,1%) va ting creatine phosphokinase (1,3% so vdéi
0,7%).

TAn sudt cac tac dung khéng mong mudn duge dinh
nghia nhw sau; R4t thuomg gip (ADR > 1/10), thudng
gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR <
1/100), hiém gap (1/10.000 < ADR < 1/1.000), rit hiém
gap (ADR < 1/10.000) hogic chua rd (khong thé wdc tinh
tir céc di ligu sin c6).

Hg co' quan Téc dung khéng Thn suft
mong mutn
May day it gap
Ban dd it gap
Ngira It giip
Phit mach Hiém gap
Coxuong vamé | Viém khép Thudng gip
lién két Pau lung Thutmg gap
Bau xuong Thutmg gap
Pau cor it gap
Co thit co Hiém giip
Thén va tict nigu | Tieu ra méu Thutmg gip
Nhiém tring | Thudng gap
dudng tiét nigu
Suy than cap Hiém gip
Suy thén Hiém gip
Toan thin Dau Thuong gap
Pau ngue Thuwéng gip
Phii ngoai vi Thuimg gip
Triéu chimg giong | Thuémg gip
| ctim
Mét moi Thuwdmg giip
Phit mét Tt géip
Suy nhuoc it gip
Khé chiju t gip
Thy o Hiém gip
Cédc xét nghi¢gm | Tang enzyme gan | Thudmg gip
Téang urea médu Thudmg gap
Tang creatine | Thurdomg giip
phosphokinase
Ting  creatinine | Hiém gip
mau

HE¢ co quan Tédc dyng khong Tén sufit
mong mudn

Méu va hé bach | Giam tidu ciu it gap

]myét

Hé mién dich Phén tmg phan vé | Tt gip

Chuyén héa va | Tang triglyceride | Thurimg gip

dinh dutmg mdu
Tang acid uric | Thudng gip
miu
Ting kali mau Hiém gip

Hé than kinh Chéng mijt Tlnrdmg giip
Pau diu Thudng gip

Tai vatiendinh | Mt thing bing ft gap

Tim Con dau thit nguc | It gip

Mach méu Tut huyét 4p Hiém gip

Ho hdp, Idng | Viém phé quan Thudmg gip

ngue va trung | Viém hong Thudmg gip

thét Ho Thudmg gip
Viém miii Thwémg giip

Tiéu héa Viém da day — | Thuong gip
rugt
Tiéu chay Thuong gip
Dau bung Thudng gip
Budn nén Thudng giip
Khé tiéu Thuong giip
Non Thudng gip
Bénh rudt gidng | Rét hiém gip
nhwr Sprue

Gan mdt Viem gan tr | Chua o tan
mién* suat

Da va cic md | Ngeai ban It gap

dudi da Viém da dj img It gap

*Céc trudmg hop viém gan ty micn kéo dai tir vai thang
dén vai nam dad dugc béo cdo sau khi dua thude ra thi
trudmg, ¢6 thé hdi phuc sau khi ngimg sir dung
olmesartan.

Céc trudmg hop tiéu co van don 1é da duge bio cdo co
lién quan tam thoi voi vige sir dyng thudc chen thu thé

angiotensin IL.
Théng tin bd sung trén dbi twong dic biét
Tré em

D§ an toan ciia olmesartan medoxomil dugc theo ddi
trén 361 tré em va thanh thiéu nién tir 1 - 17 twdi trong 2
thir nghiém 1am sang, Mic di tinh chdt va mic do
nghiém trong ciia cdc tdc dung khong mong mudn tuon g
fr nhur & ngudi 16n nhung tn sudt xay ra cao hon & tré
em;

- Chay méu cam I tac dung khong mong mubn thwdng
gdp & tré em (1/100 < ADR < 1/10) nhung chua duge
béo cdo & ngudi lom.
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- Trong 3 tudn nghién ciru mi d6i, ty 1§ didu trj chong
miit va nhire diu cAp tinh tang gin gp d6i & ré em tir 6
- 17 wdi trong nhém ding olmesartan medoxomil liéu
cao.

Hb so an toan tong thé clia olmesartan medoxomil &
bénh nhi khong khac bigt dang ké& so véi ngudi 1ém.
Ngudi cao ol (tic 65 tuéi tré lén)

& ngudi cao tudi, tAn sufit tut huyét ép tang nhe tir hiém
gip dén it gip.

Thing bdo ngay cho bdc sp hefic duwge sj nhitng
phiin feng cd hai g@p phii khi siv dung thude

QUA LIEU VA CACH XU TRi

Théng tin v& qua lidu ciia thubc & ngudri con han ché.
Téc dung khéng mong mudn ¢ thé xay ra nhat cia qua
lidu ta tut huyét 4p. Trong trudmg hop qua lidu, bénh
nhan nén dugc theo ddi cin than, didu tri trigu chimg
va hd trg.

Chua c6 théng tin v& kha niang thdm tich cia
olmesartan,

DUQC LY'C HQC

Nhom duge I: Thube dbi khéng thy thé angiotensin 1L
Ma ATC: CO9CAO8

Co ché téc dung

Olmesartan medoxomil 12 mt chit d6i khang thy thé
angiotensin 11 (logi ATy) chon lge, manh, ¢6 hoat tinh
ding dudmg udng. Co ché tic dung cta thudc duge cho
l& s% ngin chiin tit ca cac hoat dong cuia angiotensin 11
qua trung gian thy thé ATy, bit k& ngudn hogc dudng
téng hop ciia angiotensin 11. Sy dbi khéang chon lgc cita
céc thy thé angiotensin 11 (AT)) lam tang ndng dd renin,
angiotensin I va 11, va gidm néng df aldosterone trong
huyét twong.

Angiotensin 11 1a hormone vén mach chinh ctia h¢ théng
renin-angiotensin-aldosterone va déng vai tr0 quan trong
trong sinh 1y bénh tang huyét &p théng qua thy thé loai 1
(AT)).

DUQC PONG HQC

Hip thu

Olmesartan medoxomil 12 mét tién chit. Thude nhanh
chéng duge chuyén dbi thanh chét chuyén héa c6 hoat
tinh (olmesartan) boi men esterase trong niém mac rudt
va tinh mach cira trong qué trinh hép thu tir dudng tidu
héa.

Khéng phat hién thdy olmesartan medoxomil nguyén
ven hofic chudi bén medoxomil nguyén ven trong huyét
tuong hogc phén. Sinh kha dyng tuyét ddi trung binh ciia
olmesartan tir dang bao ché vién nén 12 25,6%.

Néng d¢ dinh trung binh trong huyét tuong (Cma) clia
olmesartan dat duge trong khodng 2 gi¥ san khi uéng
olmesartan medoxomil, va néng d8 trong huyét tuong

ciia olmesartan ting xép x1 tuyén tinh khi ting céc litu
don 1én dén khoang 80 mg.

Thirc &n it anh huong dén sinh kh4 dung cta olmesartan
v do d6 olmesartan medoxomil ¢c6 thé duge udng cing
hojic khdng cing véi thire dn.

Chura ghi nhan sy khéc bigt lién quan dén gidi tinh vé
mit 1am sang trong duge ddng hoc ciia olmesartan.
Phén bd

Olmesartan lién két manh voi protein huyét twong
(99,7%) nhung kha niing xay ra cic tuong tic chuyén vi
gén két voi protein ¢6 y nghia lim sang gitra olmesartan
va cac thude dung ddng thoi cé kha nang lién két cao
khéc 1a thip (nhur da dugc khiing djnh 14 do khéng c6
twong tac c6 y nghia lam sang gilta olmesartan
medoxomil va warfarin). Olmesartan lién két khong
déng ké v&i céc t& bio mau, Thé tich phén bé trung binh
sau khi tiém tinh mach thap (16 lit — 29 lit).

Chuyén héa

DG thanh thai huyét tuong toan phin 1a 1,3 livgis (CV,
19%) va twong d6i chéim so vai luu lugng mau qua gan
(khoding 90 1it/gid). Sau khi ubng mét lidu duy nhét
olmesartan medoxomil dénh dau “C, 10% - 16% hoat
tinh phéng xa di ding dwge bai tidt qua nmurdc tiéu
(phin 16n trong vong 24 git sau khi ubng thudc) va
phén con lai ciia hot tinh phéng xa thu hdi dugc bai
tiét qua phan, Dya trén ty I8 sinh kha dyng toan thén la
25,6%, cb thé tinh toan rﬁng olmesartan sau khi hﬁp
thu duge thai trir qua than (khodng 40%) va bai tiét qua
gan-mét (khoang 60%). T4t c4 hoat tinh phéng xa thu
héi dugc xac dinh 12 olmesartan. Chua co chit chuyén
héa quan trong nao khéc dugc phat hign. Olmesartan
¢6 tai tudn hoan gan rudt 161 thidu. Vi mot ty 1& lon
olmesartan dugc bai tiét qua dwdng mét, nén chéng chi
dinh sir dung thubc & nhiing bénh nhén bj tiic mét.

Thai trir

Thi gian ban thai cudi ciing ctia olmesartan thay déi tir
10 dén 15 gid sau khi udng nhidu lidgu. Trang théi én
dinh dat duge sau vai lidu diu tién va khong c6 ddu hidu
tich Iily thém sau 14 ngay dimg liéu Kp lai. D8 thanh
thai thén xép xi 0,5 — 0,7 lit/gitr va khong phy thude vao
lidu hrgng.

Pbi twong dic bigt

Tréem

Duge dong hoc ciia olmesartan duge nghién ciru & fré
em ¢6 bénh ting huyét 4p tir 1 dén 16 tudi. DG thanh thai
cita olmesartan & tré em fwong t nhu ngudi lén khi diéu
chinh theo trong lrgng co thé.

Chua cé sin théng tin dwge dong hoc & tré em bj suy
than.

Nguwdi cao tudi (tiv 65 di tré lén)

Trén nhilmg bénh nhén tdng huyét 4p, AUC (4rea under

NN =2 /%
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the curve — Di¢n tich dwéi diwong cong) & trang thii on
dinh ting khoang 35% ddi v6i ngusi cao tudi (65 - 75
tudi) va 44% dbi voi ngudi = 75 tudi khi so véi nhém
tudi tré hon. Pidu nay c6 thé do mdt phin lién quan dén
vigc gidm trung binh chirc niing thén trong nhém bénh
nhén nay.

Bénh nhin suy thijn

Trén nhiimg bénh nhin suy thin, AUC & trang théi bn
dinh tng ln lugt khodng 62%, 82% va 179% déi voi
bénh nhén suy than nhe, trung binh va niing, khi so véi
nhém ¢6 chite ning thén binh thudng.

Bénh nhén suy gan

Sau khi ufng liéu duy nhat, gi4 trj AUC ctia olmesartan
lin luet cac hon 6% va 65% & nhimg bénh nhin suy
gan nhg va trung binh, so véi nhimg bénh nhén déi
chimg khoe manh twong {mg. Phin khéng lién két cia
olmesartan sau 2 gitr ding thubc & ngudi khoe manh,
bénh nhin suy gan nhe va bénh nhén suy gan frung
binh lan lugt 14 0,26%, 0,34% va 0,41%. Sau khi ding
liéu Kip lai & bénh nhan suy gan trung binh, AUC frung
binh ctia olmesartan cao hon khoang 65% so vdi nhdm
chimg khée manh. Gid trj Cua frung binh cla
olmesartan twong tu nhaun & ngudi suy gan va ngudi
khée manh, Olmesartan medoxomil chua duge danh
gi4 trén bénh nhin suy gan ning,

Twong tdc thube

Chat c6 ldp acid mdt colesevelam:

Sir dung ddng théri 40 mg olmesartan medoxomil va
3750 mg colesevelam hydrochloride & nhitng dbi
tirgng khde manh lam giam 28% Cumax va 39% AUC

ciia olmesartan, Giam 4% Cua va 15% AUC di duge
ghi nhdn khi ding olmesartan medoxomil 4 gi& trude
khi ding colesevelam hydrochloride. Thii gian bén
thai ciia olmesartan giam 50% — 52% bit ké ding dong
thoi hay 4 gior trude khi ding colesevelam
hydrochloride.

QUY CACH PONG GOI

Hop 3 vi x 10 vién

PIEU KIEN BAO QUAN

Noi kho, nhiét d§ khéng qua 30 °C. Tranh anh sang.
HAN DUNG

36 thang ké tir ngdy sdn xudt.

TIEU CHUAN CHAT LUQNG
Tiéu chuln co sé.

CO SO'SAN XUAT
EWm

TRACHENEIE A TRON VI
CONG TY CO PHAN DUGC PHAM SAVI
(Sawipharm J § ()

L& Z01-02-03a, Khu cong nghiép trong Khu ché xudt
Tan Thug@n, Phuong Tén Thudn Pong, Quin 7, Thanh
phé H6 Chi Minh,

Dién thoai: (028) 37700142-143-144
Fax: (028) 37700145
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