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Rx Thuéc nay chi ding theo don thuéc

Olmesartan STELLA

1.  Ténthubc
Olmesartan STELLA 5 mg
Olmesartan STELLA 10 mg
Olmesartan STELLA 20 mg
Olmesartan STELLA 40 mg
2.  Cac ddu hiéu lwu y va khuy&n cao khi diing thudc
DE xa tam tay tré em
Boc ki huwdéng dan st dung trude khi ding
3. Thanh phén cong thivc thudc
Thanh phéan hoat chat:
Olmesartan STELLA 5 mg

Qlimesarian medoxomil.ciasiiisis i 5mg
Oimesartan STELLA 10 mg
Olmesartan medoxomil...........ccivraiivinnininiennn. 10 MY

Olmesartan STELLA 20 mg
Olmesartan MedoXomil.....ccievieciriesieeeesimresseesneenn: 20 MQ
Olmesartan STELLA 40 mg

Olmesartan MedoXomil........ccccoverieirnniiisinsinianenn. 40 MY
Thanh phan ta duorc:

Olmesartan STELLA 5 mg

Lactose monohydrate, low-substituted hydroxypropyl cellulose, hydroxypropyl cellulose, micracrystalline cellulose, magnesium
stearate, hypromellose 6 cps, talc, titanium dioxide, yellow iron oxide.

Olmesartan STELLA 10 mg, Olmesartan STELLA 20 mg, Olmesartan STELLA 40 mg

Lactose monchydrate, low-substituted hydroxypropyl cellulose, hydroxypropyl cellulose, microcrystalline cellulose, magnesium
stearate, hypromellose 6 cps, talc, titanium dioxide.

4,  Dang bao ché
Vién nén bao phim.
Olmesartan STELLA 5 mg: Vién nén tron, bac phim mau vang, hai mat khum, mot mat khac B2 mot mit khic '5".

Olmesartan STELLA 10 mg: Vién nén tron, bao phim mau trdng, hai mat khum, mét méat khac logo * & ", m6t mit khac vach.

Olmesartan STELLA 20 mg: Vién nén tron, bao phim mau tréng, hai mat khum, mét mét khac logo & mét mét khdc vach.

Olmesartan STELLA 40 mg: Vién nén hinh oval, bao phim mau tréng, hai mét khum, mdt mat khic s6 “40", mot méat khéc vach.
5. Chidinh

Digu trj tAng huyét ap.
6. Cach duang, liéu ding
Cach diung
Olmesartan STELLA duoc diing bang dudng usng.
Liéu ding

Ligu théng thuéng & ngudi 16N 1a 10 — 20 mg olmesartan medoxomil uéng mot [an/ngay. Ligu khoi dau 1a 5 — 10 mg/ngay, co thé dieu
chinh liu theo tudi va cac triéu chirng, nhung ligu téi da hang ngay khéng duoc vurot gua 40 mg.

7.  Chéng chi dinh

Quéa méan véi duge chat hodc bét ky thanh phan ta duoc nao cla thude.
- 3 thang gitra va 3 thang cudi cia thai ky.

Tac mat.

Chéng chi dinh st dung déng thé olmesartan véi cac thudc chia aliskiren ¢ bénh nhan dai thao duwong hodc suy than
(GFR < 60 mL/ph(t/1,73 m?).
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Canh bdo va than trong khi diing thudc
Giam thé tich néi mach

Ha huyét ap c6 triéu chirng, dac biét 1a sau ligu dau tién, co thé xay ra & nhitng bénh nhan bj giam thé tich va/hodc giam natri do diéu
tri biing thuic loi tifu manh, ché dé &n han ché mudi, tieu chay hodc non. Nhiing tinh trang nay can dugc digu tri trude khi ding
olmesartan medoxomil.

Cdc tinh trang khac ¢é kich thich hé renin-angiotensin-aldosterone

& nhitng bénh nhan c6 truong luc mach mau va chirc néng than phy thude chi yéu vao hoat dong cla hé renin-angiotensin-
aldosterane (vi du b&nh nhan bj suy tim sung huyét ning hodc bénh than tiém dn, bao gdm hep dgng mach than), diéu trj béng cac
thudc khac ¢6 anh hudng dén hé nay co lign quan dén ha huyét ap cap tinh, téng uré huyeét, thiéu niéu hoac hiém hon 1a suy than
cép. Khéng thé loai trir kha ning xay ra céc tac dung tuong ty khi dung thudc déi khang thu thé angiotensin Il.

Tang huyét ap do hep déng mach théan

Gia tiang nguy co ha huyét ap ning va suy than khi bénh nhan bi hep dong mach than hai bén hoéc hep dong mach than cla mot bén
con hoat dong khi digu tr biing céc thudc tac déing Ién hé renin-angiotensin-aldosterone.

Suy than va ghép than

Khi str dung olmesartan medoxomil cho bénh nhan suy gidm chire nang than, nén theo ddi dinh ky ndng dé kali va creatinin huyét
thanh. Khong khuyén cao str dung olmesartan medoxomil cho bénh nhan suy than ndng (do thanh thai creatinin < 20 mL/phat). Chua
c6 kinh nghiém vé viéc st dung olmesartan medoxomil & b&nh nhan méi ghép than hodc suy than giai doan cudi (df thanh thai
creatinine < 12 mL/phut).

Suy gan

Khéng c6 kinh nghiém st dung thuéc & bénh nhan suy gan néng, do dé khong khuyén céo str dung olmesartan medoxomil & nhom
b&nh nhan nay.

Téng kali huyét
Viée str dung cac thudc tac dong trén hé renin-angiotensin-aldosterone c6 thé lam téng kali huyét.

Nguy co co thé gay tir vong ting lén & ngudi cao tudi, bénh nhan suy than va bénh nhan dai thao dudng, bénh nhan digu trj dong
thori v cac thude khac cé thé lam tang nong do kali, vashodc bénh nhan méc céc bién ¢ dé tai phat.

Trude khi str dung dong thoi cac thudc tac dong trén hé renin-angiotensin-aldosterone, can danh gia ty |& nguy co-loi ich va can nhac
cac lia chon thay thé khac (xem theém phan “Phong bE kép hé renin-angiotensin-aldosterone (RAAS)").

Can xem xét céac yéu t6 nguy co chinh gay tang kali huyét:
Pai thao dutrng, suy than, tudi (> 70 tudi).

K&t hop v&i mot hodc nhigu thudc tac déng trén hé renin-angiotensin-aidosterone va/hodc thudc bé sung kali. MGt s6 thudc hoac
nhém thubc digu tri co thé gay tang kali huy8t: chat thay thé muéi co chira kali, thude loi ti€u tiét kiém kali, thudc Gc ché enzym
chuy@n (ACE), thudc déi khang thy thé angiotensin II, thudc chéng viém khéng steroid (bao gdm thudc e ché chon lpc COX-2),
heparin, thudc e ché mién dich nhu ciclosporin hodc tacrolimus, trimethoprim.

Céc bign c6 dé tai phat, dic biét 1a mat nuée, suy tim mét bu c&p tinh, nhiém toan chuy@n héa, suy gidm chirc ndng than, giam chire
néing than dot ngdt (vi du bénh nhiém tring), ly gial & bao (vi du thiéu mau cuc bd & céc chi cép tinh, tiéu co van, chan thuong kéo dai).

Nén theo dbi chat ché kali huyét thanh & nhitng bénh nhan cé nguy co.
Phong bé kép hé renin-angiotensin-aldosterone (RAAS)

Da co bang chiing cho théy viéc st dung déng théri thudc tre ché ACE, thuéic dbi khang thy thé angiotensin Il hoac aliskiren lam tang
nguy co ha huyét ap, tang kali huy&t va gidm chae nang than (bao gdm suy than cdp). Do dé, khang khuyén cao str dung két hop cac
thudc trc ché ACE, thube déi khang thu thé angiotensin |1 ho#c aliskiren dé phong bé kép hé RAAS,

Néu ligu phap phong bé kép ducc coi la thue su cén thiét, chi nén thyre hign dudi sy giam sat cla bac st chuyén khoa va thudng
xuy@n theo ddi chét ché chire ndng than, dién giai va huygt ap.

Khong nén st dung dang thol thudic e ché ACE va thudc d6i khang thu thé angiotensin Il & bénh nhan méc bénh than do dai thao dudng.
Lithi

Nhu céac thube dbi khang thu thé angiotensin Il khac, khéng khuyén cao phdl hgp lithi va olmesartan medoxomil,

Hep van déng mach chi hodc van hai la; bénh co tim phi dai tic nghén

Nhu céc thuée gidn mach khac, can dac bigt than trong khi diing thuée & nhirng bénh nhan bi hep van dgng mach chi hodc van hai
la, bénh cor tim phi dai tic nghén.

Cuwong aldosteron nguyén phat

Bé&nh nhan cudng aldosteron nguyén phat nhin chung sé khéng dap Ung voi cac thude ha huyét p tac dong thong qua e ché hé
renin-angiotensin. Do dé, khéng khuyén cao str dung olmesartan medoxomil & nhirng bénh nhan nay.

Bénh ly dwong tiéu hoa man tinh twong tw bénh sprue

Tiéu chay man tinh, nghiém trong kém theo giam cén & cac bénh nhan st dung olmesartan medoxomil xuét hién vai thang dén vai
nam sau khi bt dau dung thuc. K&t qua sinh thiét rudt clia cac bénh nhan thudng phat hién cé teo nhung mao rudt. Néu xudt hién
nhirng triéu chieng nay trong qua trinh digu tri bang olmesartan medoxomil, can ra soat cac nguyén nhan gay tiéu chay khac va
ngling st dung thuée olmesartan medoxomil sau khi da loai trir durge cac nguyén nhén khac.

Khdc biét ching téc

Nhu cac thufc dai khang angiotensin Il khac, tac dung ha huyét &p cla olmesartan medoxomil & nhirng ngudi da den kém hon so
véi nhirng chiing téc ¢6 mau da khac, ¢o thé do tinh trang renin thap chiém ti 1& cao hon & nhém ngudi da den bi tang huyét ap.

IS/ gum
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10.

11

Thai ky

Khang nén bét dau ding thuée déi khang angiotensin |l trong thei ki mang thai. Trir khi viée tigp tuc digu tri béng thudc ddi khang
angiotensin Il duoc col [a can thigt, bénh nhan c6 ké hoach mang thai nén dugc chuyén sang dung thube diéu tr tang huyét ap khac
da duec ghi nhan an toan khi diing trong thai ky. Khi duoc chan doan cé thai, nén ngirng digu tr| béng thudic déi khang angiotensin I
ngay va bat dau liéu phap digu tri thay thé thich hop.

Khdc

Nhu céc thudc chéng ting huyét ap khac, viec giam huyét ap qua mic & bénh nhan mac bénh thiéu mau co tim hoac bénh mach
mau nio do thiéu mau cuc bd c¢6 thé dan dén nhdi mau co tim hodc dét quy.

Ta dwgc

Olmesartan STELLA c6 chira lactose, Khong nén ding thudc nay cho bénh nhan cé cac van dé vé di truyén hiém gap khéng dung
nap galactose, thi€u hut enzym lactase toan phan hay kém hap thu glucose-galactose.

Str dung thude cho phu niv c6 thai va cho con bi
Phu nir co thai

Khang khuyén céo sir dung thudc déi khang angiotensin Il trong 3 thang dau thai ky. Chéng chi dinh st dung thuée doi khang
angiotensin 1l trong 3 thang gitka va 3 thang cudi clia thai ky.

Bing chitng dich t& hoc lién quan dén nguy co gy quai thai sau khi tiép xdc véi thude tre ché ACE trong 3 thang dau thai ky chua
duoc két luan: tuy nhién khong thé loai trir sy gia tAng nhe nguy co. Trong khi khéng c6 di¥ liéu dich t& hoc cd kiém soat vé nguy co
ctia thufc ddi khang angiotensin Il, nhitrng nguy co tuong tu c6 thé ton tal trong nham thude nay. Trir khi can thiét phéi tiép tuc digu
tri bing thudc déi khang thu thé angiotensin, bénh nhan c6 ké hoach mang thai nén dwoc chuyén sang dung thudc digu tri tang huyét
4p khac da duwoc ghi nhan an toan khi diing trong thai ky. Khi duge chdn doan ¢6 thai, nén ngirng diéu tri bang thude ddi khang
angiotensin |l ngay va bat dau liéu phép diéu tri thay thé thich hep.

Ding thudc déi khang angiotensin Il trong 3 thang gitka va 3 thang cudi thai ky da dugc biét gay doc trén bao thai nguoi (giam chirc
n#ng than, thidu 6i, cham c6t hda xwong sq) va doc tinh & tré so sinh (suy than, ha huyét ap, téng kali huyét).

NEU xay ra trudng hop ding thude déi khang angiotensin |1 tir 3 thang gitra ctia thai ki, nén siéu am kiém tra chirc ndng than va
hop so. Tré nhd ¢6 me dung thudic déi khang angiotensin Il can duoc theo doi chat ché vé ha huyét ap.

Phu nir cho con bu

Olmesartan duoc bai tiét vao sita clia chuét dang cho con bl nhung vdn chua biét liéu olmesartan c6 bai tiét vao sira me hay khong.
Do khéng cé thdng tin vé viéc st dung olmesartan trong thai ky cho con bu, khang khuy&n céo st dung olmesartan va nén thay thé
bing cac thudc khac véi di liéu vé do an toan da dugc thidt lap day dd hon, dac biét la khi dang nuoi tré so sinh hoac tré sinh non
béng stra me.

Anh hwong ctia thude 1én kha nédng lai xe, van hanh may méc

Olmesartan c¢6 anh huéng nhd hoc vira dén kha ning i xe va van hanh may méc. Chang mét hodc mét moi doi khi co thé xay ra &
nhirng bénh nhan dang digu tri bing thudc chdng tang huyét ap, cé thé 1am giam kha néng phan xa.

Twong tac, twong ky, cla thude

Twong tdc cla thude

Anh hwéng cua cac thudc khac 1€n olmesartan medoxomil

Céc thudc chéng tang huyét dp khéc

Tac dung ha huy8t 4p clia olmesartan medoxomil ¢ thé tang 18n khi str dung dang thdi véi cac thude ching tang huyét ap khac.
Cac thudc tic ché ACE, thubc déi khang thu thé angiotensin 11 hodc aliskiren

DEr liéu [am sang cho thay phong bé kép hé renin-angiotensin-aldosterone (RAAS) khi str dung két hop thuéc (rc ché ACE, thudc ddi
khang thu thé angiotensin Il hodc aliskiren cé lién quan dén viéc lam ting tan suat cac tac dung khong mong mubn nhu ha huyét ap,
ting kali huyét va giam chirc ndng than (bac gém suy than cdp) so voi viéc sir dung riéng lé thudc tac dong 1én RAAS.

Cac chét bd sung kali va thuéc loi tiéu tiét kiém kali

Dua trén kinh nghiam str dung cac thudic tac dong Ién hé renin-angiotensin, khi stt dung dong thai vai thube loi tiéu tiét kiém kali, chat
b6 sung kali, chat thay thé mudi co chia kali hodc cac thudc khéc c6 thé lam tang ndng do kali huy€t thanh (nhu heparin) cd thé dan
dén tiang kali huy&t thanh. Do dé khéng khuyén cao st dung déng thoi.

Cac thuée chéng viém khéng steroid (NSAID)

Cac NSAID (bao gdm acetylsalicylic acid & ligu > 3 g/ngay va cac thue trc ché COX-2) va thufc d6i khang thu thé angiotensin Il co
thé tac dung hiép dbng bang cach giam db loc ciu than. Nguy co cla viéc st dung dbng thei cac NSAID va thudc dbi khang
angiotensin Il 1a suy than cap. Can theo déi chirc néng than khi bat dau diéu trj cling nhu b sung nudc thutng xuyén cho bénh
nhan.

Ngoai ra, viec digu trj dong thoi co thé lam giam tac dung chiing ting huyét ap cla thube déi khang thu thé angiotensin I, dan dén
mat mét phan hiéu qua diéu tri.

Chat gén acid mét colesevelam

Str dung ddng thivi chatl gan acid mat colesevelam hydrochloride 1am gidm néng do toan than va néng do dinh trong huyét trong cuia
olmesartan va giam t1/2. Dung olmesartan medoxomil it nhét 4 gi truée khi ding colesevelam hydrochloride d€ giam twong tac
thudic, Nén can nhic ding olmesartan medoxomil it nhét 4 gitr truée khi ding colesevelam hydrochloride.

Cac thudc khac

Sau khi digu tri biing thudc khang acid (nhém va magnesi hydroxyd), sinh kha dyng clia olmesartan gidm nhe. Dung déng thi voi
warfarin va digoxin khéng anh huéng dén duge déng hoc ctia olmesartan,
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Anh hwéng ctia olmesartan medoxomil 1én cac thudc khac
Lithi

Sy gia tng ¢6 hdi phuc nong da trong huyét thanh va ddc tinh cla lithi dé duoe ghi nhan khi str dung doing thevi lithi véi céc thude te
ché enzym chuyén angiotensin va thudc déi khang angiotensin Il. Do d6, khéng khuyén cao str dung két hop olmesartan medoxomil
v lithi. N&u can thiét phai phéi hop, nén theo ddi can than ndng dé lithi huyét thanh.

Céc thudc khac

Cac thudc da duoc nghién ciu cu thé rén 1am sang & ngudi tinh nguyén khoe manh bao gbm warfarin, digoxin, thude khang acid
(nhém va magnesi hydroxyd), hydrachlorothiazide va pravastatin. Khéng quan sat thdy twong tac lam sang nao va dac biét
olmesartan medoxomil khéng cé anh huréng dang ké dén duoc dong hoc hodc duge lye hoc clia warfarin hode dugc dong hoc ctia
digoxin.

Olmesartan khang cé tac dung Urc ché vE mat l1am sang hé enzym cytochrom P450 & ngudi 1A1/2, 2A6, 2C8/9, 2C19, 2D6, 2E1 va
3A4 trén in vitro, va khéng hodc cé tac dung cam Ung rat it trén hoat dong cytochrom P450 & chudt, Do dé, khéng tién hanh cac
nghién cliu twong tac in vivo véi cac chét (e ché va cam (ng enzym cytochrom PA50 da biét, va duy doan khong cd tuong tac co y
nghia lam sang giira olmesartan v6i cac thuée duoc chuyén hba bdi cac enzym cytochrom P450 néu trén.

Tré em

Céc nghién ctu vé twong tac clia thude chi duge thuc hién & nguoi lon.

Chura bigt liéu céc twrong tac thude ¢ tré em co wong ty nhu & ngudal [on hay khang.

Twong ky cua thube

Do khéng cé ¢ac nghién clru vé tinh tuong ky cla thude, khang tron [@n thude nay véi cac thudce khac.
12. Tac dung khéng mong mudn cuta thubc

Tém tat hé soran toan

Cac tac dung khéng mong muén thudmg gap nhét trong qua trinh digu tri véi olmesartan la dau dau (7,7%), cac triéu ching gidng
cim (4,0%) va chéng mat (3,7%).

Trong cac nghién ctru don tr lisu c6 déi ching voi gia duore, téc dung khéng mong mudn duy nhat clia thudc co lién quan rd rang
dén viéc digu tri 12 chéng mat (ty 1é 2,5% déi véi olmesartan medoxomil va 0,9% ddéi véi gia duorc).

Ty |& cac tac dung khéng mong mudn khac cling cac hon mét chat khi ding olmesartan medoxomil so v&i gia dwoc nhu tang
triglycerid huyét (2,0% so véi 1,1%) va tang creatine phosphokinase (1,3% so voi 0,7%).

Thwong gap (1/100 < ADR < 1/10)
- Chuyén héa va dinh dwéng: Téng triglycerid huyét, tdng acid uric huyét.
- Hé than kinh: Chdng mat, dau dau.
- Ha hap, ngue va trung thét: Viém phé quan, viém hong, ha, viém mii.

- Tiéu hoa: Viem da day-rudt, tiéu chay, dau bung, budn nén, kho tiéu.
Co xwong va mo lién két: Viem khop, dau leng, dau nhic xwong.
=] Than va tiét niéu: Tiéu ra mau, nhiém tring dudng tiét niéu.
Toan than va tai chd dang thuéc: Pau, tée ngue, phil ngoai vi, triéu chirng gidng cam, mét moi.
Khéc: Tang enzym gan, tang uré huyét, ting creatine phosphokinase huyét.
it géip (1/1000 < ADR < 1/100)
- MAu va hé bach huyét: Giam tiéu cau,
—  Hé mién dich: Phan (rng phan vé.
- Tai va tai trong: Chong mat.
- Tim: Con dau that nguye.
Tiéu haa: Non.
Da va mb duai da: Ngoai ban, viém da di tng, may day, phat ban, ngira.
- Co xwong va mo lién két: Pau co.
Toan than va tai chd ding thudc: Phu mat, suy nhuoc, khé chiu.
Hiém gép (1/10.000 < ADR < 1/1000)
- Chuyén héa va dinh dudng: Tang kali huyét.
- Mach: Ha huyét ap,
- Da va mé dudi da: Pha mach.
- Co xuong va mo lién két: Co cing co.
- Thén va tiét niéu: Suy than cap, suy théan.
—  Toan than va tai chd ding thudc: Hon mé.
Khée: Tang creatinin huyét.
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13.

14.

15.

Rét hiém gédp (ADR < 1/10.000)

Tiéu hoa: Bénh Iy dudng tiéu hda man tinh twrong tu bénh sprue.
Chura ré tin suét (khéng thé woe tinh tiv cdc dir liéu c6 san)
Gan-mat: Viém gan tu mién*,

* Céc trrng hop viém gan tu mién kéo dai tir vai thang dén vai nam da dugc bao céo sau khi luu hanh, nhing trudng hop nay cé
thé hoi phuc sau khi ngirng sir dung olmesartan.

Cac trwdng hop tiéu co van riéng |é da duoc bao cao co lién quan tam thoi véi vige str dung thude déi khang thu thé angiotensin 11.
Dén sé ddc biét
Tré em

Tinh an toan ctia olmesartan medoxomil da dwoc theo déi trén 361 tré em va thanh thiéu nién tr 1 — 17 tudi trong 2 thdr nghiém lam
sang. Mic du tinh chét va muc dé nghiém trong clia cac tac dung khong mong mudn trong tw nhu & ngudi 16, céc tac dung khong
mong mudn sau day cd tan sudt cao hon & tré em:

Chay mau cam thiréng gap & tré em (1/100 £ ADR < 1/10), chua dugc bao cao & ngudi lon.

Trong 3 Wan nghién ctu ma doi, ty 1& digu tri chéng mit va dau dau tang gan gép doi & tré em 6 — 17 twdi trong nhém ding lieu cao
olmesartan medoxomil.

Nhin chung, 1B s0' an toan clia olmesartan medoxomil & bénh nhi khéng khac biét dang ké so véi hd so an toan & ngudi lon.
Ngudi cao tudi (1 65 tudi trér Ién)

& ngudi cao tdi, tan sudt ha huy&t ap tang nhe tir hiém gap dén it gap.

Qua lidu va cach xu tri

Dir liéu lien quan dén qua ligu & ngudi con han ché. Anh hudéng thirdmg gép nhat cia qua liu la ha huyét &p. Trong truong hop gua
lizu, bénh nhan nén duoc theo dai c&n than va can digu trj triéu chirng va digu tri hd tro.

Chura c6 théng tin vé kha néng tham tach cla olmesartan.

Pac tinh dwee lwe hoc

Nhom duoc ly: Thude tAc dong trén hé renin-angiotensin; thudc déi khang thu thé angiotensin II, don chét.
Ma ATC: CO9CAQB.

Co ché tac dung/ Tdc dung dwoc lyc hoc

Olmesartan medoxomil |& mét chét déi khang cheon lge thy thé angiatensin Il (typ AT1) manh, cé hoat tinh ding duéng uéng. Thudc
(rc ché tAt ca hoat dong clia angiotensin Il qua trung gian thu thé AT1, bét ké ngudn gc hay con dudng tdng hop angiotensin I1. Sy
dai khang chon loc cac thu thé angiotensin Il (AT1) lam téng nong do renin, angiotensin | va Il trong huy&t trong, lam giam nong do
aldosterone trong huyét trong.

Angiotensin Il 1a hormone van mach chinh ctia hé renin-angiotensin-aldosterone va déng vai tro quan trong trong sinh Iy bénh tang
huyét ap thong qua thu thé typ 1 (AT1).

Pic tinh dwoe dong hoc
Hap thu va phan bé

Olmesartan medoxomil |a mét tién chat. Thuée dugc chuyén héa nhanh chéng thanh dang c6 hoat tinh duge Iy [a olmesartan béi cac
esterase trong niém mac rudt va mau tinh mach ctra trong qué trinh hép thu tir duéng tiéu hoa.

Khéng tim thay olmesartan medoxomil hodc chudi medoxomil nguyén ven trong huyét treng hodc chat bai tiét. Sinh kha dung tuyét
ddi trung binh clia olmesartan dang vién nén la 25,6%.

Nang da dinh trung binh trong huyét tueng (Cmax) cta olmesartan dat dugc trong khoang 2 gitr sau khi uGng olmesartan medoxomil,
va ndng dé trong huyét twong cla olmesartan tang gin nhu tuyén tinh khi ting ligu don dudng udng 1&n dén khoang 80 mg.

Thirc &n it &nh hudng dén sinh kha dung clia olmesartan, do d6 c6 thé ding olmesartan medoxomil cting hoéc khoing cung thire an.
Khong quan sat thay s khéc bigt cé y nghfa lam sang lién quan dén giéi tinh trén dugc dong hoc cia olmesartan.

Olmesartan gén két cao véi protein huyét twong (99,7%), nhung kha néng xay ra tuong tac canh tranh gén két protein huyét tuong
gitka olmesartan va cac thuéc gan két nhigu protein huyét trong khéc ding déng thai la thép (khong cd turong tac c6 y nghta lam
sang gitra olmesartan medoxomil va warfarin). Su gén két cla olmesartan voi t€ bao mau |a khong dang ké. Thé tich phan bé trung
binh sau khi tiém tinh mach thap (16 — 29 L).

Sinh chuyén hoa va thai triv

D6 thanh thai toan phan trong huyét trong la 1,3 Ligier (CV, 19%) va tuong déi cham so véi luu lvgng mau qua gan (khoang
90 Ligitr). Sau khi uéng ligu don olmesartan medoxomil duoc danh ddu *“C, 10 — 16% lieu phong xa dugc bal ét qua nude tiéu
(phan Ién trong vong 24 gidr sau khi uéng) va phan con lai duge thai trir qua phan. Dya trén sinh kha dung toan than 25,6%, co thé
tinh duoc lrong olmesartan hap thu dugc dao thal qua ca than (khoang 40%) va qua gan-mat (khoang 60%). Tat ca cac chéat phong
xa da thu hoi duoc xac dinh 1a olmesartan. Khéng cé chat chuyén héa quan trong nao khac dugce phéat hién. Chu trinh gan ruét clia
olmesartan thap. Do mét lweng |6n olmesartan duoc bai tiét qua mat, chéng chi dinh ding thuc ¢ nhirng bénh nhan bi tac mat.

Thovi gian ban thai cudi cia olmesartan dao dong tir 10 — 15 gi& sau khi udng nhigu ligu. Trang thai 6n dinh dat dugc sau vai ligu dau
lién va khéng co dau hiéu tich |0y thém sau 14 ngay dung liéu 1ap lai. DG thanh thai than xap xi 0,5 — 0,7 L/gior va khang phu thudc
vao ligu dung.
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Dwoc déng hoc trong dén s déc biét
Tre em

Duoc dong hoc clia olmesartan d duge nghién ciru & tré em bj ting huyét ap tir 1 - 16 tudi. 6 thanh thai cia olmesartan ¢ tré em
tuong tw nhw & ngudi lén khi digu chinh ligu theo trong lwgng co thé.

Khong cé san théng tin dwoc dong hoc & tré em bi suy than.
Ngudi cao tudi (tir 65 twdi trér 1én)

¢y bénh nhan ting huyét 4p, AUC & trang thai 8n dinh ting khodng 35% & ngudi cao tudi (65 — 75 tudi) va khoang 44% & nguoi rat
cao tudi (= 75 tudi) so voi nhom tudi tré hon. Bigu nay cd thé lien quan it nhat mot phan dén viéc giam chic nang than & nhdm bénh
nhan nay.

Suy than

&' bénh nhan suy than, AUC ¢ trang thai 6n dinh tang lan luot |a 62%, B2% va 179% & bénh nhan suy than nhe, trung binh va nédng
20 v@i ngudl khoe manh.

Suy gan

Sau khi uéng mat lieu don, gia trf AUC cla olmesartan cao hon 1an luot 1a 6% va 65% & bénh nhan suy gan nhe va trung binh so véi
nguii khoe manh. T 1é olmesartan khéng lién két sau khi udng 2 gior & ngudi khde manh, bénh nhan suy gan nhe va suy gan trung
binh Ian luot 1a 0,26%, 0,34% va 0,41%. Sau khi dung ligu |&p lai & bénh nhan suy gan trung binh, AUC trung binh clia olmesartan
cao hon khoang 65% so voi ngudi khée manh. Céc gia tri Cmax trung binh cla olmesartan 1 trong tw nhau & ngudi suy gan va
nguoi khde manh, Olmesartan medoxomil chua duge danh gid & bénh nhan suy gan ning.

Twong tdc cta thube

Chat gdn acid mét colesevelam

St dung dong thoi 40 mg olmesartan medoxomil va 3750 mg colesevelam hydrochloride & nhirng ngui khoe manh lam giam 2
Cmax va 39% AUC cla olmesartan, DA quan sat thdy anh hudng it hon, Cmax va AUC giam lan |uot 4% va 15% khi
olmesartan medoxomil 4 gior truGe colesevelam hydrochloride. Thei gian ban thai cia olmesartan giam 50 — 52% ké ca khi din
thevi hay dung 4 gier trurée colesevelam hydrochloride.

Quy cach dong goi

Hop 3 vi x 10 vién,

Hop 6 vi x 10 vién.

DiBu kién bao quan, han ding, tiéu chud@n chat lweng cla thubc
Piéu kién bao quan

Bao quan trong bao bi kin, noi kha. Nhiét dg khong gua 30°C.

Han dung

24 thang ké tlr ngay san xuat.

Tiéu chudn chat lwong

TCCS.

Tén, dia chi clia co’ s& san xudt thudc
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