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TG HUGNG DAN SU DUNG THUOC

1 SaVi Olmesartan 20
Dé xa tdm tay tré em
Doc kf hueéng din sir dung triede khi dimg
Thude ndy chi dimg theo don thudc

THANH PHAN CONG THUC THUOC
(Che I vién nén baa phim SaVi Olmesartan 26)
Thanh phiin dwge chét:

Olmesartan medoxomil.....ccciviinncnnennnn 20 MG
Thanh phin t4 duge:

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

magnesium stearate; hypromellose 6 cps; macrogols
6000; talc; titanium dioxide,

DANG BAO CHE
Vién nén baa phim.

MO TA SAN PHAM
Vién nén tron, bao phim mau tréng, hai mt khum fron,
canh va thanh vién lanh En.

CHi PINH

- Didu trj tang huyét 4p nguyén phit & ngudi lén.

- Dibu tri tzing huyét 4p & tré em va thanh thiéu nién tir
6 dén du6i 18 tudi.

LIEU DUNG, CACH DUNG

Liéu diing

(*) Leew : Doi voi liéu medoxomil olmesartan 10 mg,
dimg vién nén bao phim SaVi Olmesartan 10 hodc cdc
ché phdm khdc ¢6 ham legng phit hop.

Nguoi ldn

Liu khai ddu khuyén co ctia olmesartan medoxomil 1a
10 mg® x 1 lin/ngdy. O bénh nhan ¢6 huyét ép chua
duge kidm sodt diy du béi liéu ndy, olmesartan
medoxomil ¢6 thé ting Ién lidu t6i wu 20 mg x |
lin/ngay. Néu cin giam thém huyét 4p, li2u olmesartan
medoxomil ¢6 thé dugc ting 1én t6i da la 40 mg médi
ngay hoic phéi hop thém liéu phap hydrochlorothiazide.
Tac dung ha huyét 4p ciia olmesartan medoxomil the
hién dang ké trong vong 2 tudn va dat t5i da vao khoéng
8 tun sau khi bit ddu diéu tri. Didu nay nén duge hru y
khi xem xét thay ddi ché dé lidu cho bat ky bénh nhan
nao,

Boi tirpng diic bi¢t

Negiroi cao fuéi (tir 65 116 1ré 1én)

Nhin chung khéng cin chinh liéu & ngudi cao tudi (xem
c4c khuyén c4o vé li¢u & bénh nhin suy than bén dwdi).
Nén theo dai chit ch& huyét 4p néu cin ting liu dén
liéu t6i da 40 mg mdi ngay.

Suy thin

Vi kinh nghiém han ché khi ding lidu cao, lidu t5i da
ciia olmesartan medoxomil trén bénh nhén suy thin tir
nhe dén trung binh (d6 thanh thai creatinine tir 20 — 60
mL/phat) la 20 mg x | lan/ngay. Khong khuyén céo sir
dyng olmesartan medoxomil & bénh nhén suy thin ning
(d® thanh thai creatinine < 20 mL/phit) do kinh nghigm
con han ché trén nhém bénh nhan nay.

Suy gan

Khong cén chinh liéu & bgnh nhan suy gan nhe. G nhitng
bénh nhén suy gan trung binh, khuyén cdo dimg liéu
khéi ddu olmesartan medoxomil 10 mgt™ x 1 lin/ngay
vit lidu t6i da khéng dge virgt qua 20 mg x 1 lin/ngay.
Nén theo ddi chit ché huyét 4p va chirc ning thin &
nhirmg bénh nhan suy gan dang ding thubc loi tiéu
vivhoiie cée thudc ha huyét ap khic. Chua c6 kinh
nghi¢m sit dyng olmesartan medoxomil & bénh nhén suy
gan njing, do d6 khéng khuyén c4o sir dung cho nhém
bénh nhin nay. Khong nén ding olmesartan medoxomil
trén bénh nhan tic mat.

Tré em

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

Lidu khoi diu khuyén co ciia olmesartan medoxomil &
tré em tir 6 - 18 tudi 1a 10 mg™ x 1 lan/ngay. Tré em c6
huyét ap chua dwgc kiém soat day di boi lidu nay, lidu

- diing ¢6 thé duge ting 1&n 20 mg x 1 An/ngdy. Néu can

giam thém huyét dp, lidu ding c6 thé tang 1én téi da 40
mg d6i véi tré em c6 can ning > 35 kg. Tré em c6 can
néing < 35 kg, lidu diing hang ngay khéng dugc vurgt qua
20 mg.

Péi trong tré em khéc:

D) an todn va hidu qué ciia olmesartan medoxomil & tré
em tir 1 dén 5 tudi chwa duge thiét 1dp.

Olmesartan medoxomil khong nén ding cho tré em dudi
1 tudi vi lo ngai vé d% an toan va thiéu dir liéu & nhém
tudi nay.

Cich diang

Dé hd tro viée tuan thi, khuyén c4o nén ubng thude vao
cing mot thoi diém mdi ngdy, ciing hofic khéng cling
thitc &n, vi dy nhwr vao bira sang. Nén nubt vién thube
voi mot lwong chét long vira di (vi du: mét ly nuéc).
Khéng nén nhai vién thudc.

Néu quén ditng thube

Néu quén dimg thudc, udng lidu binh thudng vio ngay
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hom sau nhir thudmg 18. Khong udng gép doi liéu trong
ciing mdt ngay dé bu lidu di quén.

CHONG CHI PINH

Qué4 min véi olmesartan medoxomil hojc bét ky thanh
phén nao ciia thude.

Phu nif c6 thai trong ba thang giita va cudi thai ky.

THc mét.

Sir dyng ddng thisi véi cae san pham chira aliskiren &
bénh nhén déi thdo dudmg ho#ic suy thin (GFR < 60
mL/phit/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG
THUOC

Gidm thé tich nji mgch

Tut huyét dp c6 tridu chimg, dic bigt 1a sau lidu dAu tién,
¢6 thé xay ra & nhiing bénh nhén bj giam thé tich va/hofic
giam natri do didu tri bing thudc lgi tidqu manh, ché dd
an han ché mudi, tiéu chay hoiic ndn, Nén diéu chinh céc
tinh trang ndy truée khi dimg olmesartan medoxomil.
Cic bénh khie vdi sie kich thich cia k¢ thilng renin-
angiotensin-aldosterone (RAAS - renin-ungiotensin-
wldosterane system)

O nhing bénh nhén ¢é trwong lye mach méu v chic
néing than phy thude chii yéu vao hoat déng ciia hé thong
renin-angiotensin-aldosterone (nhwr bénh nhén bj suy
tim sung huyét niing hoic ¢6 bénh thén tiém én, bao gdm
hep dgng mach than), viéc diu tri biing céc thude khéc
anh hudng dén hé théng nay di duge khuyén céo lién
quan dén tut huyét &p cép tinh, tang nito méu, thiéu nigu
hoic hiém gip hon 1 suy thén chip. Chua thé loai trir kha
néing xdy ra cde téc dung tuong ty voi thude doi khang
thy thé angiotensin I1.

Tiing hu yé‘r dp da bénh mach mdu thin

Tang nguy co tut huyét dp niing va suy thén khi bénh
nhan bi hep déng mach than hai bén hofc hep djng
mach thin mdt bén dang duge didu trj bing cée thube
anh huéng dén RAAS,

Suy thin va ghép thin

Nén theo dai dinh ky ndng do kali va creatinine huyét
thanh cho bénh nhan suy giam chirc nang thén khi dang
thude. Khong khuyén cdo sir dung olmesartan
medoxomil cho bénh nhin suy than ning (d6 thanh thai
creatinine < 20 mL/phit). Chua cé kinh nghiém vé vige
str dyung olmesartan medoxomil trén b¢nh nhan mi
ghép than hotic bénh nhan suy thin giai doan cudi (4o
thanh thai creatinine < 12 mL/phut).

Sty gan

Chua c¢é kinh nghiém vé viéc sir dung olmesartan
medoxomil cho bénh nhin suy gan ning, do dé khong
khuyén céo ding thudc trén nhém bénh nhén nay.

Ting kali ndu

Vite sir dung céic thuic anh huéng dén RAAS 6 thé gy
tang kali méu.

Nguy co (c6 thé gay tir vong) tang 1én & ngurdi cao tudi,
bénh nhan suy thin va d4i thao dudng, bénh nhén diéu
trj ddng thiri cac thude khdc ¢6 thé 1am tang ndng d kali
vivhoic & bénh nhin méc ddng thi cac bién cd wén.
Trude khi xem xét sir dung ddng théi céc thude b dnh
hudng dén RAAS, nén danh gia ty € rii ro - lgi fch va
xem xét cdc lya chon thay thé khac.

C#c yéu td nguy co chinh lam ting kali mau bao gbm:

- Déi thao dudmg, suy than, tudi (> 70 tudi).

- Két hop voi mot hode nhidu thude khéc anh hwéng dén
RAAS va/hotic ché phém bb sung kali. Mt s6 thude
hodic nhom thudc didu trj c6 thé giy ting kali mau: chét
thay thé mudi c6 chira kali, thudc lgi tiéu tiét kiém kali,
thuée trc ché men chuyén, thube déi khéng thy thé
angiotensin 11, thuée chéng viém khéng steroid (bao
gdm ¢4 thubc trc ché chon lpc COX-2), heparin, thube
e ché mién dich nlur ciclosporin hofic tacrolimus,
trimethoprim.

- Céc sy kién xay ra déng thoi, diic bigt 1a mét nude, suy
tim cdp, nhim toan chuyén hoa, suy gidm chirc ning
thdn, tinh trang thin xdu di dgt ngdt (vi dy: bénh Iruyén
nhim), ly giai t& bao (vi dy: thiéu mau cyuc b chi chp
tinh, tiéu co vén, chéin thuong kéo dai).

Nén theo di chiit ché kali huyét thanh & nhimg bénh
nhén cé nguy co.

Uc ché kép hé thang renin-angiotensin-aldosterone
C6 biing chimg cho thiy viée sir dyng ddng thoi thude
{rc ché men chuyén, chen thy thé angiotensin 1T hodic
aliskiren lam téng nguy co tut huyét 4p, tang kali mau
va gidm chirc ning thén (bao gdm ca suy thin cap). Do
d6, viée trc ché kép RAAS thong qua vige sir dung két
hop céc chét ¢ ché men chuyén, chen thy thé
angiotensin 11 hogc aliskiren khong duge khuyén céo.
Néu thyre sir cAn lidu phép irc ché kép thi nén duge giam
sat bdi bac st chuyén khoa va phai thuong xuyén theo
dsi chiit ch# chire niing than, chét dién giai va huyét ap.
Khong nén sir dyng dong thoi thudc irc ché men chuyén
va chen thy thé angiotensin 1T & bénh nhan méc bénh
than d4i thdo dudng,

Lithi

Nhr cée thude dbi khang thy thé angiotensin I1, khéng
khuyén cdo st dung phoi hop lithi va olmesartan
medoxomil.

Hep dpng mech chi hodic van hai Id, bénh co tim phi
dai tic nghén

Nhur cée thude gidn mach khace, cin dic biét than trong
& nhirng bénh nhin bj hep dong mach chii hodic van hai
14, hoiic bénh co tim phi dai tic nghén.

Cuwdng aldosterone nguyén phat
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Bénh nhin cudng aldosterons nguyén phat nhin chung
s& khong déap img véi thude ha huyét 4p hoat dong thong
qua tre ché hé théng renin-angiotensin. Do d6, viéc sir
dung olmesartan medoxomil khdng duoc khuyén cdo &
nhimg bénh nhin nay.

Bénh rupt givng nhir Sprice

Trong nhiing trudmg hop rat hiém gip, tiéu chiy man
tinh nghiém trong kém theo sut cAn dang ké da dugc ghi
nhin & nhitng bénh nhin ding olmesartan vai thang dén
vai nfim sau khi bt diu ding thude, c6 thé do phén g
qué mAn cham cuc b gy ra. Sinh thiét ru¢t ciia bénh
nhén thudng cho thdy teo nhung mao. Néu mét bénh
nhéan tién tridn cac tridu chimg ndy trong khi diéu trf
béng olmesartan, va trong truomg hop khong cd nguyén
nhan rd rang khac, nén ngimg didu trj bing olmesartan
ngay lap tirc va khong nén bat dau lai. Néu tinh trang
tiéu chay khdng cai thién trong tuiin sau khi ngimg sir
dung, nén xem xét thém I&i khuyén ciia chuyén gia (vi
du: bac si chuyén khoa tiéu héa).

S khde bigt vé chiing tic

Nhur véi tht ci cac chit dbi khéng thy thé angiotensin 11
khdc, tc dung ha huyél 4p cua olmesartan medoxomil &
bénh nhén da den It hon mdt chit so véi bénh nhéin
khéng phai da den, c6 thé do tinh trang renin thap phé
bién hom trong nhom ngudi da den tang huyét 4p.

Phy ne ed thai

Khong nén bét diu ding thudc déi khang thu thé
angiotensin IT trong thoi ky mang thai. Trir khi vigc tiép
tuc didu tri bing thude ndy duge coi la cén thiét, bénh
nhén c6 k& hoach mang thai nén dugc chuyén sang céc
phuong phap diéu trj ha huyét 4p thay thé da dgc chimg
minh la an toan trong thai ky. Khi chén doén cé thai, nén
ngimg didu trj bing thudc dbi khéng thy thé angiotensin
T ngay l4p titc va bit ddu didu tri thay thé néu thich hop.
Khic

Nhur véi bét k¥ thube ha huyét 4p khic, viée giam huyét
ap qua mirc & bgnh nhan méc bénh thiéu méu co tim
hodc bénh mach méu ndo do thiéu mdu cuc bd cé thé
dén dén nhdi méau co tim hode dot quy.

Lactose

SaVi Olmesartan 20 c6 chira lactose monohydrate.
Nhirng bénh nhén ¢6 vin dé di truyén hiém gip nhu
khéng dung nap galactose, thiéu hut Lapp-lactase hofic
kém hép thu glucose — galactose khong nén ding thube
nay.

SU DUNG THUOC CHO PHU NU CO THAI VA
CHO CON BU
Phy nit cd thai
Khong khuyén céo sit dung thudc doi khang thy thé
angiotensin II trong ba thang dau thai ky. Chéng chi

dinh str dung thudc doi khéng thy thé angiotensin 11
trong ba thang giira va cudi thai ky.

Chura két ludin vé bﬁng chimng dich t¢ hoc lién quan dén
nguy co quéi thai sau khi tiép xic véi thude e ché men
chuyén trong ba thing déu ciia thai ky; tuy nhi#n khong
thé loai trir sir gia ting nhg rii ro. Trong khi chua c6 dir
ligu djch t& hoc kiém soat v& riii ro véi thude déi khing
thy thé angiotensin 11, nhitng rii ro treng tw c6 thé ton
tai d6i v&i nhom thude nay. Trir khi viée tiép tuc diéu i

bﬁng thubc chen thy thé angiotensin duge coi 1a can
thiét, bénh nhén cé ké hoach mang thai nén duge chuyén
sang cée phuong phap didu trj ha huyét 4p thay thé da
duge chirng minh 12 an toan dé sir dung trong thai ky.
Khi duge chiin doéin cé thai, nén ngimg didu tri bing
thubc ddi khang thy thé angiotensin II ngay I8p tirc va
nén bt ddu diéu trj thay thé néu thich hop.

Sir dung liéu phap déi khang thy thé angiotensin 11 trong
ba thang giita v& cudi thai ky duge biét 1a gy déc cho
bao thai (suy giam chirc nang than, thidu bi, chm cdt
héa hop sg) va gy dfc cho tré so sinh (suy thén, ha
huyét ép, ting kali méu).

Néu tiép xiic véi thudc dbi khang thy thé angiotensin 11
tir ba thang thir hai cua thai ky, nén siéu m kiém tra
chire niing thin va hp s¢. Tré so sinh ¢6 me ding thube
d6i khang angiotensin 11 nén duge theo ddi chit ché dé
phiét hién ha huyét 4p.

Phuy ni¥ che con bit

Olmesartan dugc bai tiét vio sira ciia chudt nhumg chwa
biét lidu olmesartan c6 bai tiét vao sita me hay khong.
Do khong c6 sin thong tin lién quan dén viée sir dung
olmesartan trong thoi ky cho con b, khéng khuyén cdo
sir dung olmesartan va uu tién dung céc phuong phap
didu tri thay thé an toan trong thoi ky cho con bu, dic
biét 1a khi nudi tré so sinh hofc tré sinh non.

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

Olmesartan ldm énh hudng it hodc trung binh dén kha
nang lai xe va van hanh may méc. Chéng mit hodc mét
moi ddi khi xay ra & nhimg bénh nhan dang diéu tri bang
thubc ha huyét &p, diéu nay ¢6 thé lam giam kha ning
phan xa.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thubc

Anh hwong ciia cic thudc khic lén olmesartan
medoxomil

Cdic thude ha huyét ap khdc

Téc dung ha huyét 4p ciia olmesartan medoxomil ¢6 thé
tiing 1én khi sir dung ddng thoi véi cac thube ha huyét ap
khidc,

Cdc cht trc ché men chuyén, chen thy thé angiotensin I
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hodic aliskiren

Df lidu thir nghiém 1am sang @& chi ra ring viée \rc ché
kép RAAS thong qua vige sir dung két hop cée chét irc
ché men chuyén, chen thu thé angiotensin Il hojc
aliskiren c6 lién quan dén tin sudt cao hon cta céc téc
dung khéng mong mudn nhu tut huyét dp, ting kali mu
vi giam chire néng than (bao gdm ca suy thin cp) so voi
viée sir dung mét t4c nhén RAAS duy nhét.

Chat bd sung kali va thudc lai tiéu tiét kigm kali

Dua trén kinh nghiém v& vige sir dung c4e loai thude khic
anh hudng dén hé lhéng renin-angiotensin, viéc sir dung
ddng thoi thudc lgi tidu tiét kigm kali, chit bd sung kali,
chiit thay thé mudi cé chira kali hotic cc logi thude khéac
¢6 thé lam tang ndng d6 kali huyét thanh (vi dy: heparin)
c6 thé din dén tang kali huyét thanh. Do d6, khéng
khuyén cdo vige sir dung ddng thisi cde thude trén.

Thude khdng viém khéng steroid (Non-steroidal anti-
inflammatory drugs — NSAIDs)

NSAID (bao gdm acetylsalicylic acid & lidu > 3 g/ngly
v thubc irc ché COX-2) va chit di khing thy thé
angiotensin-11 ¢6 thé hi¢p ddng tac dyng bing cdch lam
giam d§ loc cdu thén. Nguy co sit dyng ddng thai NSAID
va thubc dbi khang thu thé angiotensin I1 1a suy thn cdp.
CAntheo doi chirc ning thén khi bt diu didu trj ciing nhu
bé sung mrée thudmg xuyén cho bénh nhén.

Ngoai ra, didu tri dong thai cé thé lam giam téc dyung ha
huyét 4p ciia thubc dbi khéng thy thé angiotensin 11, dan
dén mét mot phén hidu qua ciia thude.

Chat cé ldp acid mdt colesevelam:

Sir dung ddng thoi chét co lp acid mat colesevelam
hydrochloride lam giam ndng d4 toan than va nong do
dinh trong huyét tuong cia olmesartan va giam thoi gian
béan thai. Sir dung olmesartan medoxomil it nhét 4 gitv
trude khi ding colesevelam hydrochloride lam giam
tuong téc thudc. Nén cn nhic s dyng olmesartan
medoxomil it nhit 4 gi& trude khi ding colesevelam
hydrochloride.

Cdc hpp chat khdc

Sau khi didu tri bing thudc khing acid (nhém magnesi
hydroxyd), sinh kha dung cita olmesartan giam vira phai.
Diing ddng thoi warfarin va digoxin khong anh hudng
dén duge dong hoc cta olmesartan.

Anh hicong ciia olmesartan medoxomil lén cdc thudc
klic

Lithi

Syr gia ting c6 hdi phuc nong d9 lithi trong huyét thanh
vi doc tinh d dugc bdo céo khi ding ddng thoi lithi véi
céc chit irc ché men chuyén angiotensin va dbi khang thy
thé angiotensin IT. Do d6, khdng khuyén cdo sir dung két
hop olmesartan medoxomil v lithi, Néu viée sir dung két
hop duge chimg minh 14 cAn thiét, nén theo ddi cén than

ndng do lithi trong huyét thanh.

Cdc hop chat khic

Céc hop chit di duge nghién et trong céc nghién el
ldm sang cu thé & nhitng ngudi Unh nguyén khde manh
bao gom warfarin, digoxin, thudc khéng acid (magnesi
nhém hydroxyd), hydrochlorothiazide va pravastatin,
Chua quan st thdy tuong tic 1m sang ndo va dic bigt
olmesartan medoxomil khéng anh hudng déng ké dén
duge djng hoe hodc duge lye hoc cia warfarin hofic duge
déng hge cia digoxin.

Olmesartan khdng ¢6 tic dung trc ché c6 y nghia 1am sang
ddi véi cac enzyme cytochrome P450 1A1/2,2A6, 2C8/9,
2C19, 2D6, 2E1 va 3A4 trén in viira & ngudi, va khing
6 hotic ¢6 thc dung gdy cam img t6i thidu déi véi cdc
hoat dfng ciia cytochrome P450 cia chudt. Do d6, cac
nghién citu vé tuong tdc in vivo vai céc chit trc ché va
cam tmg enzyme cytochrome P450 dd biét khong dugc
tién hanh, va du kién khéng c6 tuong téc ¢6 ¥ nghia ldm
sang gilra olmesartan va céc thube dwge chuyén hoa boi
che enzyme cytochrome P450 néu trén.

Trd e

Céc nghién ciru tuong téc chi duge thyre hign & ngudi lon.
Chua biét lidu céc twong tée & tré em cd tuong tr nhur &
ngudi 16n hay khong.

Twong ky ciia thufic

Do khdng c6 cic nghién ciru vé tinh tuong ky ciia thude,
khéng trén 1An thube nay véi céc thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Néu xdy ra cdc tic dyng khdng mong mubn sau day
thi nén ngirng thude va dén gip bic sTngay

- Tan sudt hiém gip, c6 thé anh hrong dén 1/1.000
ngwdi: Che phan img di img toan thin bao gdm: Sung
miit, miéng vvhogic thanh quan cing v&i ngita va phat
ban.

Tdn suat hiém gdp, nhmg thuong xuyén hon o nguai
cao tudi: Olmesartan medoxomil ¢6 thé 1am gidm qué
mitc huyét 4p & nhiing ngudi nhay cam hofic do phan
{mg dj tmg. Tut huyét 4p co thé gy ra choéng ving
nghiém trong hogc ngt xiu. Néu diéu nay xdy ra, hdy
ngimg ding olmesartan medoxomil, lién hé voi bac si
ngay 1ap tirc vA nim xuéng.

- Tdn sudt khéng ra: Vang mét, nuéc tiéu sAm mau, ngira
da, ngay ca khi da bat diu didu tri mdt thoi gian.

Tém tiit cde ADR

Céc tac dung khong mong mudn thudng gip khi ding
olmesartan medoxomil 13 dau dau (7,7%), tri¢u climg
gibng cam (4,0%) va chéng mit (3,7%).

Trong céc nghién ciu don tri ligu co dbi chimg voi
placebo, tac dung khong mong mudn duy nhit lién quan
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o rang dén viéc didu tri 1a chéng mit (ty 1§ mée 2,5% déi
véi olmesartan medoxomil va 0,9% ddi voi placebo).

Ty 1& ¢6 cao hon khi ding olmesartan medoxomil so véi
placebo vé vige ting triglyceride mau (2,0% so v6i 1,1%)
va téing creatine phosphokinase (1,3% so vdi 0,7%).

Tén sut cac tac dung khéng mong mudn duge dinh nghta
nhir sau; RAt thudong gip (ADR > 1/10), thudng gip
(1/100 < ADR < 1/10), ft gap (1/1.000 < ADR < 1/100),
hiém gdp (1/10.000 £ ADR < 1/1.000), rét hiém gip
(ADR < 1/10.000) hofic chua r& (khéng thé woc tinh tir

c4c dir liéu séin cd).
H¢ co'quan Thc dung khéng Tin sust
mong mudn
Méu va hé bach | Giam tiéu clu it gap
huyét
Hé mién dich Phan tmg phan vé | It gip
Chuyén héa va | Tang triglyceride | Thwdmg gip
) dinh dutng mau
Tang acid uric méu | Thudng gip
Ting kali man Hiém glip
Hé than kinh Chéng mit Thudmg gip
Pau diu Thuong gip
Tai va tien dinh | Mat thiing bang it gap
Tim Con dau thit ngue | it gip
Mach méu Tyt huyét 4p Hiém gip
H6 hép, Iong | Viém phé quan Thubng gip
nguc va trung | Viém hong Thudng gip
thét Ho Thuong gip
Viém miii Thuong gip
Tiéu héa Viém da day —rudt | Thudmg gip
Tiéu chiy Thudng gap
Pau bung Thuong gip
Buodn ndn Thudmg gip
Khé tiéu Thuodng gap
Noén Thuong gip
Bénh rudt giong | RAt hiém gip
nhu Sprue
Gan mét Viém gan tymién* | Chura 3 tan
suéit
Da va cac md | Ngoaiban It gap
dudi da Viém da di (ing It gap
May day It gip
Ban do it gap
Ngira It gap
Phit mach Hiém gip
Co xuwong va md | Viém khop Thudng géip
lién két Dau hing Thudng gip
Bau xwong Thudng gip
Pau co it gap

Hé co quan The dung khéng |  Tin suit
maong “Illéll
Co thit cor Hiém giip
Thén va tiét niéu | Tiéu ra mau Thuomg giip
Nhiém tring | Thuong gip
duromg tiét nigu
Suy than cép Hiém gip
Suy thén Hifm gap
Toan thin Pau Thudmg gip
Pau nguc Thuong gip
Phi ngoai vi Thuong gap
Triéu chimg giéng | Thwong gip
ciim
Mét moi Thuémg gip
Phii mit Tt gip
Suy nhuge It gip
Khé chiu ftgap
Ther o Hiem giip
Céc xét nghiém | Tang enzyme gan | Thudng gip
T#ng urea mdu Thudng gap
Téng creatine | Thuong giip
phosphokinase
Tang  creatinine | Hiém giip
mau

*Cc truomg hop viém gan ty mién kéo dai tir vai thing
dén vai niim da dugc béo céo sau khi dua thubc ra thi
trudng, c6 thé hdi phuc sau khi ngimg sir dung
olmesartan.

Céc trudmg hop tiéu co van don 1€ da duge béo cio c6 lién
quan tam thdi véi viéc sit dung thudc chen thy thé
angiotensin I1.

Thong tin bd sung trén di tuong déc biét

oA
Tré em ©
P an toan cia olmesartan medoxomil dugc theo ddi rrén-“)f
361 tré em va thanh thiéu nién tir | - 17 tudi trong 2 thir /35,
nghiém 1am sang. Mic dui tinh chdt va mirc dd nghiém_‘-s'
trong ciia cdc téc dung khdng mong mudn trong ty nhir &
ngudi 16m nhumg tin sudt xay ra cao hon & tré em:

- Chay mau cam 12 téc dung khong mong mudn thudng
giip & tré em (1/100 < ADR < 1/10) nhumg chua dwgc bao
cdo & ngudi lom.

-Trong 3 tudn nghién ciru mi doi, ty 1§ didu trj chéng mat
va nhitc ddu cdp tinh ting gin gap doi & tré em tir 6 - 17
tudi trong nhom diing olmesartan medoxomil liéu cao.
b so an todn téng thé ciia olmesartan medoxomil & bénh
nhi khong khc biét dang k& so v&i ngudi 16n.

Ngueoi cao tudi (e 65 tuoi tré (én)

(5 ngudi cao tudi, thn sult tut huyét &p tang nhe tir hiém
gap dén it gip.
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Théng bde ngay che bdc sT hedc dwge st nhitng phin
itng cd hai gip phéld khi siv dung thudc.

QUA LIEU VA CACH XU TRi

Thong tin vé qua liéu cia thude & ngudi con han ché.
Téc dung khéng mong mudn ¢6 thé xay ra nhit ciia qua
lidu 14 tut huyét ap. Trong trudmg hop qué lidu, bénh
nhan nén dugc theo ddi cin than, didu tri tri¢u ching va
hé trg.

Chua c6 thong tin vé khd nang thim téch cia
olmesartan.

DUQC LUC HQC

Nhém duge ly: Thude déi khang thy thé angiotensin I1.
Mi ATC: CO9CADS

Co ché tde dung

Olmesartan medoxomil 1a mdt chdt ddi khang thy thé
angiotensin 11 (loai AT)) chon lgc, manh, cd hoat tinh
dung dudmg ubng, Co ché tac dung ciia thude duge cho 1a
s€ ngdn chiin tAt ca cdc hoat dong cia angiotensin II qua
trung gian thy thé ATy, bit k& ngudn hogic dudmg idng hop
ctia angiotensin 11. Sy d8i khang chon loc ciia cac thy thé
angiotensin I (AT:) 1am ting ndng dd renin, angiotensin
1 vall, va giam ndng 3 aldosterone trong huyét twong.
Angiotensin II 1a hormone vin mgch chinh ctia h§ théng
renin-angiolensin-aldosterone va déng vai trd quan frong
trong sinh 1y bénh tang huyét dp théng qua thy thé logi 1
(AT)).

DUQC DONG HQC

Hap thu

Olmesartan medoxomil 13 mét tién chét. Thubc nhanh
chéng duge chuyén dbi thanh chét chuyén héa c6 hoat
tinh (olmesartan) béri men esterase trong niém mac rudt
va finh mach cira trong qué trinh hép thu tr dudng tiéu
hoa.

Khéng phiét hién thay olmesartan medoxomil nguyén ven
hoic chudi bén medoxomil nguyén ven trong huyét trong
hodic phan. Sinh kha dung tuyét d¢di trung binh cia
olmesartan tir dang bao ché vién nén 12 25,6%.

Néng d¢ dinh trung binh trong huyét twong (Cux) clia
olmesartan dat dwge trong khoang 2 gir sau khi udng
olmesartan medoxomil, va ndng dd trong huyét tuong clia
olmesartan ting xap xi tuyén tinh khi ting céc litu don
1én dén khoang 80 mg.

Thire 4n it anh huong dén sinh kha dung ciia olmesartan
va do dé olmesartan medoxomil ¢6 thé duge udng cing
hogc khong cting véi thirc in.

Chua ghi nhin sy khéc biét lién quan dén gidi tinh vé mit
lam sang trong duge dong hoc ciia olmesartan.

Phéin bd

Olmesartan lién ké& manh voi protein huyét tuong

(99,7%) nhung kha ning xdy ra cdc tuong tic chuyén vi
glin két véi protein c6 ¥ nghia lam sang gilta olmesartan
va céc thude ding ddng this ¢6 kha niing lién két cao khic
2 thip (nhur da duge khing dinh 1 do khéng c6 twong tic
¢ y nghia lam sang giita olmesartan medoxomil va
warfarin). Olmesartan lién két khong dang ké véi céc té
bdio méu. Thé tich phan bb trung binh sau khi tiém tinh
mach thap (16 1it —29 lit).

Chuyén héa

P thanh thai huyét twong toan phén 14 1,3 livgie (CV,
19%) va twong doi chiim so véi luu lrgng méu qua gan
(khoang 90 lit/gid). Sau khi udng mgt lidu duy nhit
olmesartan medoxomil dénh ddu "“C, 10% - 16% hoat
tinh phong xa da ding duge bai tift qua nude tidu (phén
I6n trong vong 24 gid sau khi udng thudc) va phan con
lai ctia hoat tinh phéng xa thu hdi duge bai tiét qua phan.
Duya trén ty 1& sinh kha dyng toan thén 1a 25,6%, c6 thé
tinh toén ring olmesartan sau khi hép thu duge thai wir
qua thin (khodng 40%) v bai tiét qua gan-mil (khodng
60%). Tht ca hoat tinh phéng xa thu hdi duge xde dinh
14 olmesartan. Chua ¢6 chét chuyén hda quan trong nao
khéc dugc phat hién, Qlmesartan cé ti tudn hoan gan
rudt ti thiu, Vi mdt ty 18 16n olmesartan duge bai tiét
qua dudng mat, nén chéng chi dinh sir dung thude &
nhimg bénh nhan bi tic mét.

Thai triv

Théi gian ban thai cudi ciing ciia olmesartan thay doi tir
10 dén 15 gitr sau khi udng nhiu liéu. Trang thai én dinh
dat duge sau vai lidu déu tién va khong c6 déu hiéu tich
lily thém sau 14 ngiy ding lidu I3p lai. D9 thanh théi thin
xfip xi 0,5 — 0,7 lit/gi&r va khong phy thudc vao lidu hrgng.
Dbi twpng diic bigt

Tré em

Duge dong hoc ciia olmesartan duge nghién ciru & tré em
¢6 bénh ting huyét dp tir 1 dén 16 tudi. DY thanh thai clia
olmesartan & tré em tuong ty nhur ngudi l6n khi diéu
chinh theo trong lugng co thé.

Chua c6 sin théng tin duge ddng hoc & tré em bj suy thin.
Ngwdi cao tudi (tir 65 tudi tré ién)

Trén nhitng bénh nhan ting huyét ap, AUC (drea under
the curve — Dién tich diesi dwong cong) & trang thai on
dinh téing khoang 35% dbi voi ngudi cao tudi (65 — 75
tudi) va 44% déi véi ngudi> 75 tudi khi so véi nhém tudi
tré hon. Diéu ndy c6 thé do mdt phin lién quan dén viée
giam trung binh chirc néng thin trong nhém bgnh nhin
nay.

Bénh nhin suy thin

Trén nhimg bénh nhén suy thén, AUC & trang thai éndinh
tang Ian Iwot khoang 62%, 82% va 179% déi véi bénh
nhén suy than nhe, trung binh va ning, khi so v&i nhém
¢6 chirc nding thén binh thudng.

u_
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Bénh nhdn suy gan

Sau khi udng lidu duy nhét, gia tri AUC ciia olmesartan
1An lugt cao hon 6% va 65% & nhitng bénh nhén suy gan
nhe va trung binh, so véi nhimg bénh nhén déi chimg
khée manh twong (ng Phin khéng lién két cia
olmesartan sau 2 gi¢ ding thudc & ngudi khoe manh,
bénh nhan suy gan nhe va bénh nhin suy gan trung binh
lAn lugt 12 0,26%, 0,34% va 0,41%. Sau khi ding lidu
13p lai & bénh nhén suy gan trung binh, AUC trung binh
ctia olmesartan cao hon khoang 65% so véi nhém clntg
khée manh. Gid trj Cpax trung binh ciia olmesartan tuong
ty nhau ¢ ngudi suy gan va ngudi Khdée manh.
Olmesartan medoxomil chua duge danh gia trén bénh
nhéin suy gan ning.

Twong téc thude

Chdt ¢d ldp acid mt colesevelam:

Sir dung df‘)ng théi 40 mg olmesartan medoxomil vi
3750 mg colesevelam hydrochloride & nhitng déi trong
khée manh lam giam 28% Cpue vat 39% AUC ciia
olmesartan. Giam 4% Ca vd 15% AUC di duge ghi
nhén khi ding olmesartan medoxomil 4 gid truée Khi
dimg colesevelam hydrochloride. Thoi gian bén thai cia

olmesartan giam 50% — 52% bét ké dung ddng thoi hay
4 gitr trude khi ding colesevelam hydrochloride.

QUY CACH PONG GOI
Hop 3 vix 10 vién

PILU KIEN BAO QUAN
Noi kho, nhiét dg khong qua 30 °C. Tranh dnh sang.

HAN DUNG
36 théng ké tir ngay san xudt,

TIEU CHUAN CHAT LUQNG
Tiéu chudn co sd.

CO SO SAN XUAT
(! iz

TRACH RHC s TRpN vER
CONG TY CO PHAN DUQC PHAM SAVI
( SaWipharm j§.C)
L& Z01-02-03a, Khu cong nghigp trong Khu ché xudt
Tén Thuéin, Phudng Tén Thuin Bong, Quin 7, Thanh
phd H Chi Minh.
Dién thoai: (028) 37700142-143-144
Fax: (028) 37700145
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