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OLEMBIC 20

(Vién nén bao phim olmesartan medoxomil 20 mg)

Cac dau hiéu lwvu y va khuyeén cdo:

Doc ki hieong dén sir dung trude khi dimng.

Dé xa tam tay tré em.

Thong bao ngay cho bdc sy hodic diwoc sy nhitng tdc dung khong mong muén gdp phai khi sir
dung thuoc.

Thudc nay chi ding theo don thudc

1. Thanh phan cong thire thudc

M&i vién nén bao phim chira:

Thanh phin hoat chit: Olmesartan medoxomil 20 mg

Thanh phén ti dwoge: Lactose monohydrate, microcrystalline cellulose, low substituted

hydroxypropyl cellulose, hydroxypropyl cellulose, magnesium stearate, opadry yellow

03F82788.

2. Dang bao ché: Vién nén bao phim

MBb ta dic diém thude: Vién nén bao phim mau vang, hinh tron 2 mat 16i, mdt mat co khac

“323” va khac chit “L” trén mit con lai.

3. Chidinh

biéu trj tang huyét 4p nguyén phat.

4. Liéu ding — Cach ding

Nguwoi trwéng thanh

Liéu khoi dau khuyén céo ctia olmesartan medoxomil 12 10 mg/lan/ngay. O nhitng bénh nhan

¢ huyét ap khéng thé kiém soat & liéu ndy, c6 thé tang lidu olmesartan medoxomil 1én 20

mg/lan/ngay nhu 14 lidu t6i wu. Néu viée ha huyét 4p 1a cn thiét, c6 thé tang liéu téi da 1én 40

mg/ngay hoic két hop véi hydrochlorothiazid.

Téc dung ha huyét &p cta olmesartan medoxomil kéo dai trong vong 2 tuin khi bat dau didu

tri va dat t6i da khoang 8 tudn sau khi bt ddu diéu tri. Can phai luu ¥ khi xem xét viée didu

chinh liéu cho bét ki bénh nhan nao.

Ngudi cao tudi (> 65 tudi)

Khéng can diéu chinh liéu & nguoi cao tudi (tham khao lidu khuyén cdo & bénh nhan suy

thdn). Can theo di chit ché huyét ap khi tang liéu 1én t5i da 40 mg/ngay.

Suy than

Kinh nghiém diing liéu cao van con han ché & nhém bénh nhan suy than nhe va vira (d6 thanh

thai creatinin 20- 60 mL/pht), liéu téi da & nhém bénh nhén nay 12 20 mg/lan/ngay. Khong

khuyén céo sur dung olmesartan medoxomil & nhiing b¢nh nhén suy than nang (d¢ thanh thai

creatinin < 20 mL/phut) vi kinh nghhiém van con nhiéu han ché & nhom bénh nhan nay.

Suy gan

Khong can diéu chinh liéu & bénh nhén suy gan nhe. Véi nhitng bénh nhén suy gan vira, liéu

khéi ddu khuyén cdo 10 mg olmesartan medoxomil va lidu ti da khéng qua 20 mg/lan/ngay.

Theo di chit ché huyét ap va chiic ning than & nhilng bénh nhan suy gan di timg duoc diéu
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tri bang thudc loi tiéu hodc cac nhom diéu tri tang huyét ap khac. Chua c6 kinh nghiém ding
olmesartan medoxomil & nhimg bénh nhan suy gan nang, vi vay khuyén cdo khéng ding
thude & nhém bénh nhan nay. Khéng nén sir dung olmesartan medoxomil & nhiimg bénh nhan
bi tic mat.

Tré em

An toan va hiéu qua cua thudc cho tré em va thanh thiéu nién < 18 tudi hién van chua duoc
thiét 1ap. Hién van chua c6 dit liéu c6 sén.

Cach dung

Vién nén olemesartan medoxomil nén duge dung cung thoi gian vao mdi ngay, c¢6 thé dung
chung véi thire &n hode khong, vi du vao bira an sang. Thube nén dwoc nudt véi mot luong
nude (1 ly nuée). Khong duge nhai thude.

Luu ¥ xir Iy thude trwée va sau khi siy dung:

+ Xir Iy thude trwée khi siv dung: Khéng c6 yéu cau dac biét vé xur 1y thude trude khi st
dung.

+ Xir Iy thube sau khi st dung: Khong c6 yéu cau dic biét vé xir Iy thube sau khi sir dung.
5. Chéng chi dinh

Qué man v6i olmesartan medoxomil hogc bét ki thanh phan nao cua thude.

Phu nit mang thai hon 3 thang (t6t nhét 1a tranh ding vién nén Olembic 20 vao thoi ki diu
ctia thai ki — xem muc Si dung thudc cho phu nir ¢6 thai va cho con bi)

Dang bi vang da va mat (bénh vang da) hodc gip vén dé trong viée dan luu dudong mat (tic
mat, vi du nhu soi mat)

Dai thao dudong hodc suy giam chirc nang thin va dang dugc diéu tri véi cac thude ha huyét
ap co chura aliskiren.

6. Cinh b4o va thin trong khi dung thudc

Giam thé tich n$i mach

Triéu ching ha huyét ap, nhét 1 sau lidu dAu tién c6 thé xay ra & nhimg bénh nhan bi giam
thé tich va/hay natri do diéu tri bing thudc loi tiéu manh, ché do an han ché muédi, tiéu chay
hay nén. Can phai loai trir nhimg tinh trang trén trude khi dung olmesartan medoxomil.

Tinh trang kich thich cia hé renin — angiotensin — aldosteron

O nhimg bénh nhan c6 truong luc mach méu va chire ning thin phu thude chi yéu vao hoat
dong cua hé renin — angiotensin — aldosteron (vi du nhu bénh nhan bi suy tim sung huyét
ning hay bénh thin tiém an, bao gdm hep dong mach than), diéu tri véi cac thude co anh
huong dén hé nay c6 lién quan dén tinh trang ha huyét 4p cap tinh, ting uré huyét, thiéu niéu
ho#ic hiém hon 1a suy thdn cdp. V&i nhom chen thu thé angiotensin II, nhitng hiéu qua tuong
tu khong nén duogc loai trur.

Tiing huyét 4p do hep dong mach than

C6 nguy co gia tang tinh trang ha huyét ap ning va suy than khi bénh nhan bi hep ddng mach
thin hai bén hay hep dong mach thin mot bén duoc diéu tri voi nhimg thubc anh huong dén
hé renin — angiotensin — aldosteron.

Suy thin va ghép thin

Khi sir dung olmesartan medoxomil ¢ nhitng bénh nhén suy than, can kiém tra dinh ki nong
d6 kali huyét va creatinin. Khong nén dung thudc & bénh nhan suy thidn ndng (d¢ thanh thai
creatinin < 20 mL/phut). Hién nay van chua c6 kinh nghiém dung thude nay & bénh nhan gin

2
/f\;/f/i/ y



day co cdy ghép than hoic nhitng bénh nhén suy than giai doan cudi (d6 thanh thai creatinin
< 12 mL/phut).

Suy gan

Hién nay van chua c6 kinh nghiém dung thudc niy & bénh nhan suy gan ning vi vay khong
khuyén céo dung olmesartan medoxomil & nhiing bénh nhan nay.

Ting kali huyét

Viée sir dung thube c6 tac dung trén hé renin-angiotensin-aldosteron ¢ thé gy tang kali
huyét.

Céc nguy co (c6 thé gy tir vong) ting cao & ngudi cao tudi, bénh nhin suy than, bénh nhan
dai thao duong, nhitng bénh nhan duge diéu tri dong thdi véi nhitng thude ¢o thé gdy ting
kali huyét va/hodc bénh nhén cé bién ching dé tai phat.

Céan xem xét trude khi dung dong thoi nhimg thude c6 tac dung trén hé renin-angiotensin-
aldosteron, ty sb giita loi ich va nguy co cin dugc danh gia va céc bién phap thay thé can
duoc xem xét.

Cén xem xét cic yéu tb nguy co chinh gay tang kali huyét:

- Dii thao dudng, suy than, ngudi cao tudi (>70 tudi)

- Két hop 1 hodc nhiéu thude tac dung trén hé renin-angiotensin-aldosteron hogic/va céc
thuc bo sung kali. Cac thude hodic cac phuong phép didu tri ¢6 thé giy tang kali
huyét: mudi cé chira kali, thube loi tiéu tiét kiém kali, e ché enzym chuyén ddi, chen
thy thé angiotensin II, thudc khang viém khong steroid (bao gdm ca tic ché trén COX-
2), heparin, suy giam mién dich nhu ciclosporin hodc tacrolium, trimethoprim.

- Céc bién chimg hay tai phat, dac biét 1a sy mat nudc, suy tim cip tinh, nhim toan
chuyén hoa, suy chirc nang than, tinh trang cta than dot ngdt trdm trong (nhu céc
bénh truyén nhiém), su tiéu bao (nhu thiéu mau chi clp tinh ALL tiéu co vén, chan
thuong kéo dai).

Lithi

Nhu cac thube chen thu thé angiotensin II, khong khuyén cdo ding ddng thoi lithi va
olmesartan medoxomil.

Hep van dong mach chii va van hai 14, tic nghén co tim phi dai

Nhu véi céac thude gian mach khac, cAn dic biét than trong khi chi dinh dung thudc & nhing
bénh nhén bi hep dong mach chi ho#ic van hai 14, hodic bénh co tim phi dai tic nghén.

Tang aldosteron nguyén phat

Bénh nhan ting aldosteron nguyén phat néi chung s& khong dap tmg véi thude ha dp ma co
ché hoat dong la Gc ché hé renin — angiotensin. Do d6, khong khuyén cao dung thube &
nhitng bénh nhén nay

Bénh dwong rudt giong bénh sprue (Sprue-like enteropathy)

Trong mot vai trudng hop nghiém trong, tiéu chay man tinh véi viée sut can dang ké di duogc
bdo cdo trén nhimg bénh nhin sir ding olmesartan vai thang dén nhiéu nim sau khi bat dau
dung thude, nguyén nhén c6 thé do phan &ng qua man tai chd xay ra mudn. Két qua sinh thiét
rudt ctia cac bénh nhan thuong phat hién cé teo nhung mao rudt. Néu xuit hién nhiing triéu
chimg nay trong qua trinh diéu tri bing olmesatan medoxomil, cin ra soat cic nguyén nhan
gy tiéu chay khac va ngung sir dung thudc olmesatan medoxomil sau khi d3 loai trir dugc
cic nguyén nhin khéc. Trong truong hop cdc triéu chimg niy bién mat va Sprue-like
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enteropathy duoc xac nhan, khong nén bit dau didu tri lai véi olmesartan medoxomil.

Khic biét chiing toc

Nhu cic chat déi khang angiotensin II, tac dung 1am ha huyét &p cia olmesartan medoxomil
& nhitng nguoi da den kém hon so véi nhitng ching tdc ¢6 mau da khac, ¢é thé do ti 1& ngudi
da den tang huyét 4p c6 tinh trang renin-thdp 1 cao hon nhém dan c6 mau da khac.

Khae

Nhu bét ki céc thude ha huyét dp khéc, giam huyét ap qua muc ¢ nhiing bénh nhan c6 bénh
tim thiéu mau cuc bd hodc bénh mach méu néo thiéu mau cuc bd c6 thé din dén nhdi mau co
tim hay dot quy

Phong bé kép hé renin-angiotensin-aldosterone:

Pi c6 bao céo cho thdy viée dung dong thoi thude tre ché enzym chuyén dbi, thube chen thu
thé angiotensin II hodc aliskiren lam ting céc nguy co ha huyét ap, ting kali huyét va suy
giam chirc nang than (bao gdm ca suy than cdp). Khong khuyén cdo diing d6ng thoi thude e
ché enzym chuyén ddi, thube chen thu thé angiotensin II hoac aliskiren dé phong bé kép hé
RAAS.

Néu phat db nay duge coi 14 can thiét, chi dugc st dung dudi su gidm sat cia bac s§ va phai
theo di chit ché chirc ning than, dién giai va huyét ap.

Thude tic ché enzym chuyén dbi va chen thu thé angiotensin II khong nén duoc ding ddng
thoi ¢ nhitng bénh nhan dai thao dudng.

Lactose

San pham nay c6 chira lactose. Nhig bénh nhén ¢6 van dé di truyén hiém gap khong dung
nap galactose, thiéu hut Lapp — lactase hodc kém hép thu glucose — galactose khong nén ding
thude nay

7. Sir dung thudc cho phu nit ¢6 thai va cho con bu

Sir dung thudc cho phu nir ¢6 thai

Khong nén dung thude dbi khang angiotensin II trong thai ki. Trir khi viéc dung thude da
duoce xem xét la can thiét, nhimg bénh nhan du dinh mang thai nén chuyén sang céc liéu phap
diéu tri tang huyét ap khac c¢6 dit lidu an toan da duogc chimg minh st dung trong thai ki. Khi
duge chuan doan mang thai, viée diéu tri véi thube chen thu thé angiotensin II nén ngung va
nén bét dau véi mot phuong phap tri lidu thay thé thich hop.

Béng chimg dich t& hoc lién quan dén nguy co gy qudi thai sau khi tiép xtic v6i cac chét e
ché ACE trong 3 thang diu tién cua thai ki hién van chua dugc két luan. Tuy nhién khong
nén loai trir su gia ting nhe trong cac nguy co. Trong khi khéng c6 cac dir liéu dich t& duoc
kiém chung vé cac nguy co voi thudc chen thu thé angiotensin II, nhitng nguy co tuong tu co
thé tdn tai trong nhom thude nay.

Chét dbi khang angiotensin II dimg trong 3 thang giira va cudi cua thai ki duoc biét 1a gay
doc cho thai nhi (suy giam chirc nang than, thiéu i, chdm héa xuwong hdp so0), gay doc o tré
so sinh (suy than, ha huyét ap, ting kali mau). Néu phai dung chit déi khang angiotensin I tlr
3 thang giita cia thai ki tro di thi khuyén cdo can kiém tra chirc ning than bing siéu am va
hop so cua thai nhi. Tré so sinh c6 me dung chit d6i khang angiotensin II thi can theo déi
chét ché tinh trang ha ép.

Sir dung thudc cho phu nir cho con bi

Olmesartan c6 thé bai tiét qua sira ctia chudt nhung van chua biét viée olmesartan ¢ thé bai
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tiét qua sira me hay khong. Chua c6 thong tin vé viée dung olmesartan trong thoi ki cho con
ba. Khong khuyén cédo ding olmesartan va céc bién phap didu tri thay thé véi dit liéu an toan
di duoc thiét 1ap nén duoc ding thay thé mét cach thich hop, dac biét ddi voi tré so sinh hodc
sinh non.

8. Anh hwéng ciia thude 1én kha ning ldi xe, van hanh may moc

C6 thé c6 anh huong nho hodc vira dén kha nang lai xe va van hanh mday moée. Chong mat
hodc mét moi doi khi cé thé xay ra & bénh nhan dung liéu phap chéng tang huyét ap, cé thé
lam suy giam kha nang phan ung.

9. Tuwong tac, twong ky ciia thude

Twong tac

Anh hiwéng ciia thuéc khdc lén olmesartan medoxomil

Thuéc bé sung kali va thuéc loi tiéu tiét kiém kali

Dua trén kinh nghiém dung cac thude khac anh huéng trén hé renin-angitensin, khi ding két
hop céc thude loi liéu tiét kiém kali, thube bd sung kali, mudi c6 chtra kali hodc cac thude
khéc lam tang ndng dd kali huyét (heparin) ¢6 thé din dén tinh trang ting ndng do kali huyét.
Viéc dung két hop 1a khong khuyén cdo.

Cdc thuée ha hztyér ap khdac:

Hiéu qua ha huyét ap ciia olmesartan medoxomil c¢6 thé tang khi dung két hop vdi céc thude
ha huyét ap khac.

Thudc khdng viém khéng steroid (NSAIDs)

NSAID (bao gdm acid acetylsalicylic liéu > 3g/ngay va chen COX-2) va thudc chen thu thé
angiotensin II hoat dong két hop s& dan dén viéc giam dd loc cau than. Viéc sir dung dong
thoi NSAID va cac thube chen thu thé angiotensin II s& dan toi sy xudt hién cac nguy co cua
suy than cip. Khuyén céo theo d&i thudong xuyén chire ning than khi bat diu diéu tri cling
nhu bé sung nude & bénh nhén.

Ngoai ra viéc diéu tri dong thoi c6 thé 1am giam tac dung ha huyét ap cua thude chen thu thé
angiotensin II, din dén mat mdt phan hidu qua diéu tri.

Colesevelam — chat gdy dong acid mdt

Viéc ding ddng thoi hai nhom thube nay s& din dén viée giam su phoi nhidm toan thin, ndng
dd dinh ctia olmesartan medoxomil trong huyét twong va giam t1/2. Cin xem xét khi chi dinh
olmesartan medoxomil it nhit 4 gio truée khi ding colesevelam hydrochlorid dé lam giam
hiéu qua twong tac thube.

Cic két hop khdc:

Sau khi dung cac thuc khang acid (nhém hydroxid va magnesi hydroxid), ¢é su giam nhe
sinh kha dung cta olmesartan. Ding dong thoi wafarin va digoxin khong ¢6 anh huong vé
dugc dong hoc cua olmesartan.

Céc dit liéu 1am sang di chi ra rdng viéc phong bé kép hé RAAS thong qua su ding két hop
thude tre ché enzym chuyén déi, thudc chen thy thé angiotensin II hodc aliskiren ¢6 lién quan
dén viée tang tan sb cac tac dL_lhg khéng mong mudn nhu ha huyét ap, ting kali huyét va giam
chite nang than (bao gom suy than cép) so véi viée sit dung don tri liéu nhém RAAS.

Anh huéng ciia olmesartan medoxomil trén cdc thuéc khic

Lithi

Gia tang (c6 hoi phuc) nong do lithi huyét thanh va ddc tinh di duoc béo cdo trong qué trinh
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ding ddng thoi lithi voi e ché enzym chuyén d6i angiotensin va voi chat déi khang
angiotensin II. Vi vay, khong khuyén céo dung chung lithi va olmesartan medoxomil. Néu
can thiét phai dung chung, phai theo ddi chat ch& ndng do lithi huyét.

Viéc ding két hop thube di duoc nghién ciru trong cac nghién ctru ldm sang & ngudi tinh
nguyén khoe manh bao gdém warfarin, digoxin, thudc khang acid (magnesi va nhom
hydroxid), hydrochlorothiazid va pravastatin. Khéng ¢é tuong tac lam sang lién quan quan
sat duoc va dic biét olmesartan khdng c6 anh hudng dang ké dén duoc dong va duoce luc cua
warfarin hodc cta digoxin.

Olmesartan khong c6 tac dung \rc ché trén enzym cytochrom P450 1A1/2, 2A6, 2C8/9, 2C19,
2D6, 2E1 va 3A4 in vitro cia nguoi, khong cé tac dung hay tac dung rat it trén hoat dong
cytochrom P450 cua chudt. Du doan la khong co tuong téc lién quan trén lam sang gitta
omelsartan va cac san pham thudc duoc chuyén hoa boi cac enzym cytochrom P450.

Twong ky,

Do khéng cé cac nghién ctru vé tinh tuong ky ctia thude, khong tron 1dn thube nay véi cac
thudc khéc.

10. Tsc dung khong mong muén cia thude

Céc tac dung khéng mong mudn thudng gip dugc béo cio trong sudt qua trinh diéu tri voi
olmesartan medoxomil 13 nhirc dau (7,7%), xuat hién triéu chimg nhu cum (4,0%) va chong
mat (3,7%).

Trong cac nghién ciru kiém soat placebo don tri liéu, tac dung khéng mong mubn duy nhét
ctia thudc 16 rang nhét 12 chéng mit (2,5% olmesartan va 0,9% placebo).

Ty 1& méc cac tac dung khong mong mudn khic ciing cao hon so véi placebo nhu ting
triglycerid huyét (2,0% so véi 1,1%) va ting creatin phosphokinase (1,3% & olmesartan so
voi 0,7% o placebo).

Danh sdch cdc tic dung khong mong muon:

Téc dung khong mong mubdn trong cac thir nghiém 1am sang, cac nghién ctru tinh an toan khi
I hanh san pham va cac béo cdo tu phat duge tong hop theo bang dudi day:

Rét thuong gap (>1/10)

Thuwong gap (>1/100 dén <1/10)

It gap (=1 /1.000 dén <1/100)

Hiém gap (>1/10.000 dén <1/1.000)

Rat hiém gap (<1/10.000)

H¢ co quan T4c dung khéng mong mudn Tan suit gip phai
R&i loan méu va hé bach huyét Giam tiéu cu It gap
Phan tmg phan v¢ it gap
. N Tang triglycerid huyét Thuong gép
R61 loan hé mién dich -
Tang acid uric huyét Thuong gép
Tang kali huyét Hiém gip
Réi loan hé than kinh Chéng mat Thuong gap
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Nhtre dau Thuong gdp
R6i loan tai va mé dao Choéng mat it gap
R6i loan tim Pau thit nguc It gap
R&i loan mach Ha huyét ap Hiém gap
Viém phéi Thuong gap
R6i loan hé ho hip, long ngue va | Viém hong Thuong gdp
trung that Ho Thuong gap
Viém miii Thuong gap
Viém da day — rudt Thuong gép
Dau bung Thuong gép
) Budn non Thuong gap
R61 loan hé tiéu hoa
Kho tiéu Thuong gép
Noén Thuong gap

Bénh rudt giéng bénh sprue

Rat hiém gép

Ngoai ban It gap
Viém da di ing It gap
. May day it gap
R6i1 loan da va mé dudi da -
Phat ban It gap
Ngtra it gip
Phu mach Hiém gap
Viém khop Thuong gédp
Pau lung Thuong gédp
R6i loan co xuong va md lién két | Pau xuong Thuong gép
Dau co it gap
Yéu co Hiém giip
Tiéu ra méau Thuong gap
) . Nhiém khuén dwong tiéu Thuong gép
R&1 loan than va tiét niéu - -
: Suy than cap Hiém gap
Réi loan chirc nang than Hiém gap
- Pau Thuong gép
R6i loan chung
Pau nguc Thuong gap
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Phu ngoai bién Thuong gap

Triéu chung giéng cim Thuong gap

Mét moi Thuong gap

Phit mach It gap

Suy nhuge it gap

Khoé chiu it gap

Hon mé Hiém gap

Tang enzym gan Thuong géip

Tang ure huyét Thuong gap
Cac xét nghiém }]1" j;;%t creatinin  phosphokinase Thuomg gap

Tang creatinin huyét Hiém gap

Vai truomg hop globin niéu kich phét da duge bao céo khi dung chen thu thé angiotensin II
Thong tin trén nhom dan sb dac biét:

O nhitng ngudi cao tudi, c6 sy ting nhe tAn suét ha huyét ap, tir hiém gap dén It gap.

11. Qua liéu va cach xu’ tri

Cac thong tin c6 sin vé viée qua lidu & ngudi con gidi han. Hau hét anh huong cua qua lidu la
ha huyét ap. Trong céc bién chimg cua qué liéu, bénh nhan nén duoc theo doi can thén va
bénh nhan nén duogc didu tri hd tro va diéu tri triéu ching.

Chua ¢o thong tin liéu olmesartan c6 thé thim tach duoc hay khong.

12. Pac tinh duge lue

Nhoém duee ly: Thube ddi khang angiotensin I1

Ma ATC: CO9CAO08

Olmesartan medoxomil 12 mot chét chen thu thé angiotensin II chon loc, ¢6 hoat tinh dudng
ubng (type I). Thude e ché tit ca tac déng cua angiotensin II théng qua trung gian thu thé
AT1, bat ké ngudn gde hodc con dudng tdng hop angiotensin II. Tac dung d6i khang ¢6 chon
loc thu thé angiotensin 11 (ATl) bdi olmesartan lam gia tang renin trong huyét trong va nong
do angiotensin I, II; lam giam noéng do aldosteron trong huyét tuong.

Angiotensin II 12 hormon vdn mach chinh ctia hé renin-angiotensin, ¢6 vai tro quan trong
trong sinh 1y bénh huyét ap thong qua thu thé AT1.

13. Pic tinh dwoc dong

Hip thu va chuyén héa

Olmesartan medoxomil 1a mot tién chéat. N6 duoc bién dbi nhanh chéng dé chuyén thanh
dang c6 hoat tinh duoc ly, olmesartan, boi esterase ¢ niém mac rudt va trong mau trong
sudt qua trinh hip thu qua dudng tiéu hoa.

Khong tim thiy olmesartan medoxomil dd dugc chuyén héa hodc mot nira chudi phu
medoxomil trong huyét tuong hofic phén. Sinh kha dung tuyét dbi trung binh cla
olmesartan khi uéng 14 25,6%.

NV



Olmesartan dat C,,.x trong vong 2 gi¢ sau khi ubng, ndng do trong huyét twong olmesartan
tang xép xi tuyén tinh khi ting lidu udng duy nhét 1én dén khoang 80 mg.

Thitc dn co tac dung t&i thiéu trén sinh kha dung cta olmesartan va do d6 olmesartan
medoxomil c6 thé dung ciing véi thie &n hay khong.

Hién chua thay c¢6 mbi quan hé 1am sang giira gidi tinh va su khac nhau trén dugc dong
hoc ctia olmesartan.

Olmesartan lién két manh véi protein huyét twong (99,7%), nhung kha néng bi day ra khoi
lién két vai protein huyét tuong clia olmesartan boi cac thudc khac duge st dung dong thoi
c6 su lién két manh véi protein huyét tuong trén ldm sang la thip (thiéu cac tuong tac lam

sang quan trong gifta wafarin va olmesartan). Su lién két gitta olmesartan va céc té bao méau
1a khong déng ké. Thé tich phan b trung binh sau khi tiém tinh mach la thdp (16-29 L).

Phéan b va thai trir

D6 thanh thai huyét tuong toan phan ctia olmesartan 1a 1,3 L/gio (CV 19%) va tuong doi
cham khi so sanh téc do mau chay trong gan (90 L/gi¢). Sau khi ubng lidu duy nhét
olmesartan medoxomil duoe danh diu carbon *C, 10 — 16% lugng céc chét danh dau
phéng xa duogc bai tiét trong nudc tiéu (phan 16n trong vong 24 giov), phan con lai cua
luong chat danh dau phong xa duge phuc hoi va dao thai qua phan Luong omelsartan
duogc hip thu sé bai tiét qua than (40%) va qua gan — mat (60%). Tét ca luong chit danh
déu phéng xa dugc héi phuc — duge xéac dinh la olmesartan. Khong c6 chét chuyén hoa
quan trong nao duoc phat hién. Tuan hoan gan — rudt cta olmesartan 1a t6i thiéu.

Do ¢6 1 luong 1ém olmesartan duge dao thai qua dudong mat, chdng chi dinh st dung thube
nay ¢ bénh nhan tdc mat

Thoi gian ban thai pha cudi ctia olmesartan thay ddi tir 10 — 15 gid sau khi udng nhiéu
liéu. Trang thai dn dinh dat duogc sau vai liéu du tién va khong co tich iy thém — dugc
thdy & sau 14 ngay ding liéu Iap lai. Do thanh thai ca than la khodng 0,5 — 0,7 L/gio va
khong phu thude vao lidu dung

Dwoc dong hoc & cac dbi twong dic bigt

Tré em

Dugc dong hoc ctia olmesartan dugce nghién clru & tré em tang huyét ap tudi tir 1 dén 16 tudi.
Sy thai trir ciia olmesartan & tré em 14 twong ty v6i sy thai trir & ngudi trudmg thanh khi dugc
diéu chinh theo khdi lugng co thé.

Khong c6 thong tin duge dong hoc ¢6 sin & tré em bi suy than.

Nguoi cao 1uéi (= 65 tudi)

O nhimg bénh nhan ting huyet ap, AUC cua olmesartan ¢ trang thai & 6n dinh tang 35% & bénh
nhan cao tudi (65 — 75 tudi) va 44% & bénh nhan tudi rit cao (= 75 tudi) khi so véi cac nhom
tudi tré hon. Diéu nay ¢6 lién quan mot phan dén viéc lam giam chrc nang than cla nhiing
bénh nhén nay.

Suy thdn

3 bénh nhén suy than, AUC ctia olmesartan & trang thai on dinh ting 62%, 82% va 179% ¢
bénh nhan suy than nhe, vira va ning, theo thir tir tvong tmg khi so voi nguoi khoe manh.

Suy gan



Sau khi udng liéu duy nhét, gia tri AUC cao hon 6% va 65% & ngudi suy gan nhe va vira,
theo thir tu twong tmg khi so sanh v6i nhom khoe manh. Nhiing phan khong lién két voi
olmesartan tai thoi diém 2 gio sau khi ubng & nguoi khoe manh, bénh nhén suy gan nhe va &
bénh nhan suy gan trung binh 12 0,26%; 0,34% va 0,41%, theo thi tu tvong Umg.

Sau khi bénh nhan suy gan trung binh ubng liéu lap lai, thi AUC trung binh cua olmesartan
cao hon 65% so voi nhom khoe manh. Gia tri Cynax trung binh tuong ty nhu nhau & ngudi suy
gan va khoe manh. Olmesartan medoxomil chua dugc danh gia ¢ bénh nhéan suy gan nang

14. Quy cach déng goi: Hop 3 vix 10 vién.

15. Diéu kién bio quin, han dung, tiéu chuén chét lwgng caa thube

Bio quan: Bao quan dudi 30°C, tranh anh sang.

Han dung: 24 thang ké tir ngay san XUAt.

Tiéu chuin: TCCS.

16. Tén, dia chi co s& san xuét thube

ALEMBIC PHARMACEUTICALS LIMITED

(Formulation Division) At & Po: Panelav, Tal — Halol, Dist: Panchmahal, An Po.
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