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OLMAT@ 20
0lmesartan medoxomil

Thuot b6n theo 0dn

Dd xa t6'm tay tr6 em

Dgc kI hudng din sfi dgng trUdc khi dung

Th6ng b6o ngay cho b6c si ho{c dugc si nhilng tfc dgng khOng

khi st dgng thudc.

PHAN I. HU6NG oAr.r stJ DUNG THUdc CHO NGUdI

1. THANH pHAtt, HAm lU0uG c(lArnu0'C: M6i vicn n6n bao phim chca:

Ho4t chAl: Olmesartan medoxomil. 20 mg

Ta dfl\c: Lactose monohydrat d0p thing (flowlac 100), cellulose vi tinh thd 112
(microcrystalline cellulose 112), natri croscarmellose, natri lauryl sulfat, magnesi stearat, talc,

opadry ll white.

2. M0 rA sAu pndm:

Vi0n n6n bao phim, hinh tron, miu tring ddn trdng ngi, hai mat viOn tron va ldi, canh vi
thinh viOn lanh 14n.

3. ouY cActr s6r,rc c6l:
HQp 3 vi x 10 viOn n6n bao phim.

4. THUdC DUNG CHO AENH Oi:

OLMAT 20 (chua hoat chit olmesartan medoxomil) thuQc nh6m thudc tldi khiing thu thd

angiotensin ll vd dugc dirng dd di6u tri tang huyOt iip.

s. NEN oUrc THU0'c nAv nnU rnE uAo vA uEu lU0lc:
Cdch ding; Thu0c OLMAT 20 dugc dirng dudng udng. Thudc co thd du-oc r.rdng cung hoic

khOng cung vdi thuc [n. Nu6t vi0n thuOc vdi mQt luqng nu6c v[la dt (vi dU v6i 1 ly nudc).

NO'u co thd, dUng lidu hing ngay tqi cung mQt thoi didm, vi dU lfc [n sang.

Dung OLMAT 20 dring theo chi din ctra bac s!. Hdy h6i bdc s! hodc dugc s! clra ban n0'u

ban khOng chic chdn.

Li6'u ding:

Nguoi l6n

Li6u khdi ddu khuydn c6o la 10 mg m6i ngiy mQt ldn. Tuy nhi0n, nOu huy0t ap c[ra ban

khOng drlqc kidm soit, b6c s! co thd quy01 dinh tang lidu l6n ddn 20 hoac 40 mg m6i ngiy

mOt ldn, hoic k0 toa th0m thu0c bd sung.

0 nh[ng bOnh nhAn c6 bOnh th4n nhe ddn trung blnh, Iidu dirng cta ban kh0ng du0c vu0t

qui 20 mg m6i ngiy mOt ldn.

Ngrroi cao tudi (65 tudi trfr l0n)

N01 ban tr6n 65 tudi vi bac si clra ban quy01 tlinh tdng lidu olmesartan medoxomil dO'n 40

mg m6i ngiy, sau d6 ban cdn kidm tra huyOi ap ddu dan bdi bdc s! Od Olm bAo ring

huydt dp cta ban khOng tr6 nOn qui thip.

Tr0 em

OLMAT 20 khOng duqc khuy0n c6o slt dUng cho tr6 em vi thanh thi6u ni0n dudi 18 tudi.
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NOu ban ngung dung 0LMAT 20

Di6u quan trgng la ti6'p tuc dung 0LMAT 20 tru khi bac s! bio b4n dung lai.

6. KH! ruAO XHoruG NEN DUNG IHUO'C NAY:

KhOng dung 0LMAT 20 nOu ban:

- MAn cim vdi olmesartan medoxomil hoac bd't cu thinh phdn nao cta thuo'c.

- Co thai hon 3 thang

- Bi tdc m4t (nhu s6i mflt)

- Ban bi dei th6o duong hoac suy gilm chrlc ning thfn vi ban duoc didu tri vdi thudc

giim huyOi ap co chua aliskiren.

z. TAc DUNG KHONG MoNG luudru:

Trong truong hop hidm gap (co thd inh hu0ng ddn 1 trong 1000 ngudi) cdc phtn 0ng di

ung sau co thd 6nh huOng d6-n toan b0 co thd da dugc b6o c6o: Sung mit, miQng vi/ho{c
thanh qutn cung vdi ngria vi phat ban co thd xiy ra trong khi didu tri vdi 0LMAT 20. NCu

didu nay xiy ra ngung dirng 0LMAT 20 vi liOn h9 v6i bac s! ngay lflp tuc.

Hi0'm khi (nhung hoi thuong xuyOn hon 6 nhfing nguoi l6n tudi) 0LMAT 20 co thd gdy ra

huy01 6p xdng qua thdp 6 bQnh nh0n nh4y cAm hoic la k01 qui clra mQt phln ung di ung.

Di6'u niy c6 thd gOy chodng v6ng nghi0m trqng hoic ngi't xiu. NOu didu ndy xAy ra ngung

dung OLMAT 20, liOn h0 vdi bac s! ngay l4p tuc vir nim xudng.

Nhfing tdc dqrng phr,r khac, bao g6m.

Thldng gap Gd thd inh hudng dA'n 1 trong 10 ngldi)

- Ch6ng m{t, nhuc ddu, bu6n nOn, kho ti0u, tiOu chiy, dau da ddy, vi0m da diy ruQt, mQt

m6i, dau hQng, chly nffic m0i hoic nghet m0i, vi6m ph6' quin, cdc triQu chung gidng

nhu c0m, ho; dau, dau 6 nguc, lung, xuong hoic kh6p; nhi6m khudn duong tiOi niOu; sung

mdt cd chAn, bin chdn, ctng chdn, bin tay ho{c cdnh tay; mdu trong nudc tidu.

- Mgt sd thay ddi trong kdt qul x6t nghiQm miiu c[ng dd duoc thdy va bao gdm:

+ Tlng ndng d0 chft b6o (ting triglycerid huyOt)

+ Tlng ndng d0 acid uric (ting acid uric huy0t)

+ Ttrng urO mdu

+ Ttrng trong x6t nghiQm chuc nlng gan vi co.

ft gap @o thd dnh hudng d{n 1 trong 100 ngudi)

- Cac phtrn 0ng di ung nhanh co thd inh huOng ddn toin b0 co thd vi c6 thd gAy kh6 th6

c0ng nhu giim nhanh ch6ng huyOi 6p thflm chi co thd d6n ddn ngdt xiu (phfin ung phin

vQ), sung m{t, ch6ng mdt, nOn mta, suy nhugc, clm thdy khOng kh6e, dau co bip, phdt

ban da, ndi mdn da di fng, ngua, chrlng phdt ban, ndt sdn, dau th{t nguc (dau hoflc cim

gi6c kh6 chiu 6 ngUc).

- Trong x6t nghi0m m6u c6 thdy qiim sd luong tidu cdu.

Hi{m gap $6 thd inh hudng ddn 1 trong 1000 ngudi)

- Thi0l ndng lugng, chuOt r0t, stty giim chric ning thfn, suy th4n.

- Mgt sd thay ddi trong kdt qul xdt nghiQm m{u c[ng dE duqc nhin thdy. Bao gdm ting

kali (tlng kali mdu) va tlng ndng tlQ cta cdc hQp chdt liOn quan d6n chfc n[ng thfln.
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Rdt hidm gap (cd thd dnh hudng d{n 1 trong 10000 ngudi)

- Benh lf duong tieu hoa tuong tU bQnh Sprue

s. t{EN TRANH oUtc NH0NG THUO'c HoAc THUc pndm ci xttt DANG s0 ourc rnudc uAv:

Th0ng biio vdi biic s! hoic duoc s! nOu b4n dang dung hoflc gdn ddy dd dlng hoac dU

dinh dung bat k!'thudc sau:

- Ciic loai thudc ha huyOi dp khic, vi tdc dung c0a OLMAT 20 co thd bi gia ttrng.

Bac s! co thd thay tldi lidu dung cta ban vi/hodc dung thfln trgng n6u b4n dang dung

thudc uc chO'enzym chuydn ho{c aliskiren.

- Thudc bd sung kali, chdt thay thO' mudi chua kali, thudc lgi tidu ho{c heparin (dung lim
loing mdu). St dung thudc niy ddng thoi v6i OLMAT 20 c6 thd tim ting n6ng d0 kali

trong mdu cta ban.

. Lithi (thLdc dung tlidu tri thay odi tam tr4ng ho{c mOt sd loai trdm cAm) tlugc dung

ddng thoi vdi 0LMAT 20 co tnd tam tlng dQc tinh cta lithi. NCu b4n phAi dirng lithi,

bac s! sE do ndng d0 lithi trong mdu c0a ban.

. Thudc khiing viOm khOng steroid (thdc dugc dung dd giim dau, sung, vi c6c triQu

chung clla vi0m kd ci vi0m khdp) duqc dung ddng thoi voi 0LMAT 20 c6 thd ting

nguy co srry thfln vi co thd tam giim tdc dung c&a 0LMAT 20.

. Colesevelam hydroclorid, mOt thudc lim giim ndng d0 cholesterol trong m6u, vi co thd

lam giim tdc dung c0a 0LMAT 20. Birc s! sE khuy6n ban udng 0LMAT 20 ciich it

nhdt a gio trudc colesevelam hydroclorid.

. ThuOc khang acid (biQn phap khfc phqc kh6 ti6u) vi co thd lim gilm nhe tdc dUng

c[ra OLMAT 20.

g. cAr l.Am ci KHr MOT tAn ouEru KHoNc DUNG rnudc:

NOu ban quOn dung thrdc, dung li6u kd tidp theo k0' hoach binh thudng. Kh0ng n0n gdp dOi

lidu dung dd bil cho lidu bi quOn.

10. cAN sAo ouAt'l THUO'c ruAv unU rnE ruAo:

0 nhiOt dQ du6i 300C, noi khO r{0, trdnh 6nh sang.

11. NHING ofiu ntEu vA rntEu cHUNG KHI DUNG THUdc ouA t-tEu:

Thong tin co liOn quan ddn qua lidu 6 ngudi con han chd. Anh hu6ng dE xiy ra nhdt c0a

qua li6u la ha huydt ap.

12. cAN pHAt l.Aru ci rnl DUNc rHudc ouA ltEu xHuYfu cAo:

N0u ban dung 0LMAT 20 qul lidu khuydn c6o thi b4n cdn phii:

- ThOng bilo ngay cho bdc s! ho{c ddn benh viQn gdn nhd't.

- Nhd mang theo nhdn thrdc hoic luong thudc cdn lai Od nac sV bi0t thudc mi ban dd

dung.

13. NHUNG orEu cAu THAN TR0NG KHI DUNG rnudc ttAv:

Thong b6o vdi bdc s! trudc khi dUng 0LMAT 20 nO'u ban dang dUng b0't cr1 loai thudc duOc

dirng tlidu tri tlng huy0i dp sau d0y:

- Thudc fc chd enzym chuydn (nhu enalapril, lisinopril, ramipril) dflc biQt n6'u ban c6 vdn

dd vd th0n do d6i th6o duong.
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- Aliskiren

Brlc s! clra ban co thd kidm tra ddu dan chrlc ning th0n, huyOt 6p, vi lugng chdt diqn gili
(kali) trong miiu ban.

Th0ng b6o cho bac s! ndu b4n co bd't ky cac vd'n dd srlc kh6e ndo sau d0y:

- Vdn 0d vd tnan

- Benh gan

- Suy tim ho{c co vdn dd vd van tim vi co tim

- NOn nAng, ti0u chly, di6u tri voi lidu cao cla thudc lgi tidu hoac nOu ban dang trong chd

d0 dn gilm mu6i

- Tlng ndng dQ kali trong mdu

- Co vin dd vd tuy6-n thuqng thfln

Li0n h0 vdi bdc sV n6u ban bi tiOu chly nAng, dai ding vi g0y gilm c0n tldng kd. Bac s!
co thd diinh gia cdc triQu chung cta ban vi quy0i dinh lim thd nao Od tidp tuc thr.6c huyet

6p cta b4n.

Nhu ba't ky ciic loai thuOc lam gilm huyOi 6p khdc, giim huydt iip quii m0c 6 bQnh nhdn co

rdi loan lrru lugng mau cta tim ho4c ndo c6 thd d6n ddn nh6i mdu co tim hoqc dQt quy. Do

do, bdc sI sE kidm tra huyOi iip ban mQt cich cdn th0n.

Nguoi da den: Nhu cdc thudc tuong tU khdc, tic dUng ha nuyet ap clra oLMAT 20 it hi6u qui

hon 0 bOnh nh0n da den.

ThuAb ndy co chtla: Lactose. NOu ban da bi0i rXng ban khOng dung n4p mOt vdi lo4i duong

thi hfry th0ng biio cho bac s! trudc khi st dgng thudc niy.

Thdi W mang thai: B4n phli thOng b6o cho b6c s! nO'u ban nghT ring bqn co thai hoac c6

thd mang thai. Biic s! thuong sE khuyOn ban ngung dung thuOc trudc khi mang thai hoic

ngay sau khi bqn biOt ban dang mang thai vi sE tu vdn cho ban mOt loai thudc khec thay

th6- OLMAT 20. 0LMAT 20 khOng duqc khuyO'n c6o trong ky ddu mang thai vi khOng dugc

udng khi mang thai hon ba thiing vi n6 c6 thd g0y ra t6c hai nghiOm trgng cho em be cta

ban n01 duoc sfi dqng sau thdng thu ba cta thai $.
Thdi ki cho con bri; Th0ng bao v6i bac s! ndu ban dang cho con b[ hoac dU dinh cho con

b0. OLMAT 20 khOng khuydn c6o cho cdc bi mg dang cho con b[, vi biic s! co thd lua

chqn didu tri khiic cho ban n01 ban mudn cho con b0, dac biet nOu em b6 cfia ban li tr6 so

sinh ho{c sinh non.

inh hthng cfia thu6'c il6-i vdi c6ng viAc: B4n c6 thd cim thdy budn ng0 ho{c chong m{t

trong khi dang didu tri ttrng huy01 ap. Ndu di6u niy xly ra, kh0ng ldi xe, sil dung m6y m6c,

lim viQc trOn cao vd cdc hoat dQng khdc cho tdi khi cic triQu chfng h61 htn. Hdy h6i bac

s! clra ban dd dugc tu vdn.

14. KHt nAO CAr THAM VfiN sAC SY, OUOG SY:

Trong truong hop qu6 li0'u hoic tdc dUng khOng mong mudn.

Khi dang dirng thudc khiic hodc mOt loai thuc phdm.

NOu cO'n thOm th0ng tin xin h6i y kieh bic sI ho{c drt0c sI.

1s. HAN OUttC C(ln fnUO'C: 36 thiing kd tU ngiy sfrn xudt. KhOng dUng thudc khi qud han dung
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pnAu lr. HUdrue oAu s0 DUNG rnu0t cHo cAr,r e0 y rE
1. DuoC LUC noC:

Nhdm dnqc bi:Thudc ddi khang thU thd angiotensin ll

AII{ ATC: CO9CAOB

Olmesartan medoxomil ta tnu,O'c ddi khang thu thd angiotensin ll (typ AT1) m4nh, co chgn

lgc, d4ng 6ng. Thudc duOc ky vgng sE ngtrn cln mQi hoat dQng cta angiotensin ll thOng

qua thu thd AT1, bdt kd ngudn gO'c hoac con duong tdng hgp cta angiotensin ll. Vi0c ttdi

khiing co chqn lgc 6 cdc thU thd angiotensin ll (AT1) d6n tldn gia ting ndng ttQ renin huy61

tuong c[ng nhu ndng dQ angiotensin I vi ll, vi gilm it ndng dQ aldosteron huyOt tuong.

Angiotensin ll la hormon vin m4ch chinh cta h0 thdng renin-angiotensin-aldosteron vi
d6ng vai tro quan trgng trong sinh lyi bQnh ttrng huy0i ap thOng qua cdc thp thd AT1.

Trong di6u tri tlng huy61 6p, olmesartan medoxomil g0y giim huy6t 6p dQng mach k6o dai

vi php thuOc lidu. HiQn chua co bing chrlng ctra viQc ha huyOi iip li6u ddu, quen thudc trong

di6u tri k6o dai, hofc ttrng huy6i 6p h6i ung sau khi ngung didu tri.

Li6u mQt ldn m6i ngiy olmesartan medoxomil lim gitm huyOt iip mQt cach hiQu qut va dn

dinh trong khotrng lidu 24 gio. Li0'u mQt ldn m6i ngiy lim gif,m huy6t 6p tudng tU li0'u hai

ldn m6i ngdy v6i cung tdng lidu hing ngay.

Trong didu tri liOn tuc, tdc dung giim huy01 6p tdi da dat duoc sau B tudn tu khi n6t ddu

di6u tri, mac du mQt phdn lon tdc dUng ha huy0t ap di dugc quan s6t sau 2 tudn didu tri.

Khi dung chung vdi hydroclorothiazid, tac dUng ha huyOi rip la hiQp d6ng vi viQc dung phdi

hOp li dE dung n4p.

Tdc dung cta olmesartan lOn ti l0 b0nh vi tfi vong chua du0c bi0t.

2. DuoC souC noc:

H{p thu vd phin b6'

0lmesartan medoxomil li tidn cnd't. tnudc duqc chuydn h6a nhanh thdnh cn0't cnuydn hoa

co hoat tinh li olmesartan b6i ciic esterase 0 ni0m mac rrrQt vi mdu tTnh mach khi dUOc

hd'p thu qua duong ti6u h6a.

KhOng phat hiQn olmesartan medoxomil con ngrryOn ven hodc chu6i medoxomil con nguyOn

vqn trong huy0t tuong hodc chdt bai ti0t. Sinh khi dUng tr.ryQt ddi ctra olmesartan d4ng

thndc viOn trung binh khoflng 25,6%.

Ndng d0 dinh huy01 tuong (Crr*) clra olmesartan trung binh dat dugc 2 gio sau khi udng

olmesartan medoxomil, vd n6ng d0 olmesartan huy6i tuong ttrng xdp xi ttrydn tinh vdi viOc

tlng lidu 6ng duy nhd't tCn dO'n khoing 80 mg.

Th0c dn c6 tiic dUng ra't nh6 d0'n sinh khf, dUng c0a olmesartan, do d6 olmesartan

medoxomil c6 thd duoc udng cilng hoic khOng cung vdi thtlc in.
KhOng nhfln thAy crlc kh6c biQt c6 f nghTa l0m sdng li0n quan d0'n gi6i tinh trOn duqc dQng

hQc c0a olmesartan.

Qlmesartan gin kOi cao vdi protein huy0i tuong (99,7%), nhung khtr ntrng ld thdp cho cdc

tuong tdc co f nghla l0m sing liOn quan ddn viQc ddy kh6i vi tri g{n tr6n protein gifia

olmesartan vi cdc thudc gdn kOi cao vdi protein huyOi tuong dung ddng thoi kh6c (du0c xac

nhfln bdi viQc khOng c6 tuong t{c c6 f nghTa lim sing gi0a olmesartan medoxomil vi
5112
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warfarin). GIn k6i cta olmesartan vdi ciic t6' bio mau la kh0ng tl6ng kd. Tnd ticn phan bd

trung binh sau khi tiOm tlnh mach ld thdp (16 - 29 L).

Chuydn hda vi thdi trt
Tdng d0 thanh thii huy0t tuong thOng thuong la 1,3 Ugio (CV 19%), tuong ddi chflm so vdi

lrru lugng mdu 0 gan (khoing 90 Ugio). Sau khi urdng mOt liO'u duy nhd't c0a olmesartan

medoxomil duqc danh ddulaC, khoing 10 - 16% lidu phong xa duqc bai ti0l qua nudc tidu

(phdn l6n trong vong 24 gio sau khi u6ng) va phdn con lai clra luqng ph6ng xa dugc dio
thii qua ph0n. DUa trOn sinh khi dqrng toin thAn 25,6%, c6 thd tinh ra lugng olmesartan

hdp thu duQc bai ti€t qua than (kho6ng 40%) vi gan-mflt (khoing 60%). Ta't ca cdc ch0't

ph6ng x4 dd thu hdi duqc xiic dinh li olmesartan. Kh0ng c6 chA't chuydn hoa quan trgng

niro khic duoc phat hi0n. Chu trinh rugt gan cta olmesartan li tdi thidu. Do mOt ti l0 l6n

olmesartan dugc bai ti01 qua duong mat, thuO'c dugc chdng chi dinh 6 bQnh nhdn tfc mflt.

Thoi gian ban thii cudi clra olmesartan dao dQng khoing 10 - 15 gio sau khi r.dng da li6u.

Trang thai dn dinh dat duoc sau mOt vii li6u vi kh0ng co sU tich lily th€m nio duoc th0y rO

sau khi dung lap l4i trong 14 ngiy. DQ thanh thai than vdo khotng 0,5 - 0,7 Ugio vi khOng

phu thupc vao lidu.

Cdc ddi tuonq dac bi|t
Trd em: Duqc dOng hgc c0a omesartan duqc nghi0n crlu tr0n bOnh nhi tlng hr.ryO1 rip 6 d0

tudi tu 1 ddn 16 tudi. D0 thanh thii cla olmesartan 6 bOnh nh0n nhi tudng tU nhu nguoi l6n

khi di6u chinh lidu theo trqng lugng co thd. Chua co thOng tin vd duqc d0ng hqc 6 benh nhi

bi sny than.

Ngudi cao tudi ftrAn 65 tudil: A nhfing bQnh nh0n tlng huy01 iip, AUC 6 tr4ng th6i dn dinh

tlng kholng 35% 6 nguoi cao tdi (65 - 75 tudi) vi khoing 44Yo 6 ngudi rdt cao tdi (> 75

tudi) so vdi cdc nhom tudi tr6 hon. Didu niy c6 thd liCn quan it nhdt mQt phdn d6n sU suy

giim chuc nlng th0n 0 nh6m b0nh nh0n niy.

Suy thdn:0 Ognn nh0n suy thfln, AUC 6 tr4ng thdi dn dinh tlng 62o/o, B2o/o va 179% 6

bOnh nhdn suy th4n nhg, vua vi n{ng so vdi nguoi kh6e m4nh.

Suy gan:Sau khi urdng lidu dr.ry nhdt, AUC clra olmesartan cao hon ldn lugt la 6% vi 65% 6

bQnh nh0n suy gan nhq vi srly gan vua so vdi c6c nh6m nguoi kh6e manh tuong 0ng. Ti l0

olmesartan khOng li6n kOt 2 gio sau khi udng 0 ngudi kh6e manh, bOnh nhin suy gan vua

vd bqnh nhln suy gan ning ldn luqt ld 0,26'/o,0,34o/o vi 0,41%. 0 nhfing bQnh nh0n suy

gan vua udng lidu lip lai, AUC trung binh clra olmesartan clng cao hon khoing 65% so v6i

nhom nguoi kh6e manh tldi chring. Gia tri Cr* trung binh clra olmesartan li tuong tU 6

ngudi srry gan vi ngudi kh6e m4nh. Olmesartan medoxomil chua duQc ddnh giil 6 b0nh nh0n

suy gan nang.

3. CHi D!NH:

Didu tri tang huydt 6p nguyOn phiit.

4. cACH DUNG, IIEU OUruO:

Cdch ding; Od n6 trg cho viQc tu0n thir di6u tri, nOn dirng thudc OLMAT 20 cung thoi didm

m6i ngiy, cung hoic khOng cUng v6i thrlc in, vi dU ltic trn sing. l.J0ng thudc vdi mOt lu0ng

chdt l6ng vtla dir (nhu v6i mQt cdc nudc). KhOng nQn nhai vi6n thudc.
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Lidu ding:

Ngudi ldn:

Lidu khOi ddu khuyOn ciio cta olmesartan medoxomil li 10 mg m6i ngiy m6t ldn.0 nhfng
bQnh nh0n co huydt 6p khOng duqc kidm sodt ddy dir 6 lidu ndy, c6 thd ung ti6u otmesartan

medoxomil d6'n 20 mg m6i ngay mOt ldn nhu la li6'u tdi Lu. NOu cdn giim huyOi ap them

n0a, co thd Hng liO'u olmesartan medoxomil tdi da tldn 40 mg mdi ngiy ho4c dung them

li0u phiip hydroclorothiazid.

Tdc drlng ha huyOt 6p c0a olmesartan medoxomil dfng kd trong vong 2 tudn tu khi khti ddu

didu tri va cao nhit khoing 8 tudn sau khi kh6i ddu di6u tri. Di0'u nay cdn duQc lm )i khi

xem x6t viQc thay ddi lie'u 6 ba't ky benh nhan nio.

Ngudi cao tudi (65 tudi trd l6n):Noi chung khOng cdn thidt phtri tli6u chinh ti6u 0 nguoi cao

tudi. ruen theo d6i huyOt ap chat ch6 n01 viQc ting lidu l6n ddn lidu tdi da 40 mg m6i ngiy
la cdn thiOi.

B€nh nhin suy thQn: Li0'u tdi da 6 bQnh nh0n suy thdn nhg d6'n trung binh (dQ thanh thli
creatinin 20 - 60 ml/ph[t) li 20 mg olmesartan medoxomil m6i ngay mQt ldn, kinh nghiQm

dung li6u cao hon 6 nhom b0nh nhdn niy con hqn chO'. Kh0ng khuy0n ciio dung olmesartan

medoxomil 6 bQnh nhdn suy thfln nang (d0 thanh thii creatinin < 20 ml/ph0t) do kinh

nghigm cdn han chO'6 nhom b0nh nhdn ndy.

BAnh nhdn suy gan: Kh0ng cdn di6u chinh li6u khuy6-n ciio 6 bOnh nhdn suy gan nhe. Ddi

vdi bQnh nh0n sr.ry gan trung binh, li6u kh6i ddu khuyO-n c6o la 10 mg olmesartan medoxomil

mQt ldn m6i ngdy va li6u tdi da khOng nOn vugt qua 20 mg mQt tdn m6i ngdy. NOn theo d6i

chat ch6 huydt iip vi chuc ning than 0 bQnh nh0n suy gan dang sfi dr,rng thdc lqi tidu

vi/hodc c6c thudc di0'u tri ting huydt iip khiic. Kh0ng co kinh nghiQm trong viQc dung

olmesartan medoxomil 6 bgnh nh0n suy gan n{ng, do d6, khOng khuyOn c6o dung 6 nh6m

b0nh nh0n niy. Kh0ng n0n dung olmesartan medoxomil 6 b0nh nhAn bi tdc m0t.

TrE em:An todn vd hiQu qul cta olmesartan medoxomil 6 tr6 em vi thanh thi0l niOn dudi

18 tudi chua duqc chung minh. Kh0ng nOn dung olmesartan medoxomil 6 tr6 em dudi 1 tudi

do nh[ng lo ngai vd an toin vi thidu d[ liQu 0 nhom tudi nay.

s. cHdNG ctti o!ntt:

- Qud m5n v6i olmesartan medoxomil hoic b0't cri thinh phdn nio ctra thudc.

- Ba thdng gi[a vi ba th6ng cudi thai ky.

- B0nh nhdn t{c m0t.

- ViQc st dUng ddng thdi olmesartan medoxomil vdi cdc thudc chria aliskiren li chdng chi

dinh 6 bqnh nhAn d6i th{o dudng hoic suy th0n (GFR < 60 ml/ph0111,73 m2).

6. LUIJ Y vA rUru TR0NG:

Gilm thd tich nOi mach

Ha huy01 ap co triQu chung, dac biQt sau li6u ddu ti€n, c6 thd xiy ra 6 bQnh nh0n giim thd

tich vd/hoac gilm natri do lieu phap loi tidu m4nh, chd d0 in han chO' mudi, tiOu chiy hoic

nOn m[ra. Cic tinh trang niy cdn duqc di6u tri tru6c khi slt dUng olmesartan medoxomil.

Cdc tinh trano khac v6i kich thich h0 thdng renin-anoiotensin-aldosteron
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0 nh[ng bQnh nh0n co truong lgc m4ch mdu vd chuc nlng th0n phu thrnc chir yeu vio ho4t
dQng clla hQ thOng renin-angiotensin-aldosteron (vi du nhu bQnh nhAn bi suy tim xung huydt
n{ng ho4c bQnh th4n, bao gdm hep dOng mach than), di6u tri vdi cdc thuOc co inh hu6ng len
h0 thdng nay co liOn quan ddn viQc ha hr.ryOt ap cdp tinh, ting urO huydt, giim niQu, ho[c
hiO'm hon ld suy th0n cd'p tinh. Khi ning tdc dOng tuong tu kh0ng thd dugc toai trir v6i ciic
thuO'c ddi khiing thq thd angiotensin ll.

Ting hr{v01 6p do hep dOng mach thdn

Co sU gia tang nguy cd ha huy6t ap n4ng va suy thdn khi bQnh nhdn bi hep dQng m4ch thqn

hai b6n hoac hep dQng m4ch thAn 6 mQt bOn thfln duy nhA't con ho4t tlQng tluqc di6u tri blng
cdc thuO'c c6 lnh hu6ng ddn hg thdng renin-angiotensin-aldosteron.

BOnh nhdn sw th0n va gh6o thin
Khi olmesartan medoxomil dugc slt dUng 6 bQnh nh0n c6 suy gilm ch0c ntrng thdn, khr.ryQ'n

c6o theo d6i dinh $ ndng d0 kali va creatinin huy6t thanh. Kh0ng khuy0h ciio dung olmesartan

medoxomil 6 bQnh nh0n stry th0n n{ng (d0 thanh thii creatinin <20 ml/ph0t). Kh0ng co kinh

nghiOm trong viQc dung olmesartan medoxomil 6 bQnh nhdn mdi dugc gh6p thfln hoac bQnh

nhdn sun7 thdn giai doan cudi (d0 thanh thfri creatinin < 12 ml/ph0t).

B0nh nh0n suy gan

KhOng c6 kinh nghiQm slt dung 0 bOnh nhAn suy gan n{ng vi do do khOng khuyOh ciio dung

olmesartan medoxomil 6 nh6m b0nh nh0n nay.

Ttrno kali miiu

Vi0c sfi dqng cdc thudc co inh hu6ng d0'n h0 thdng renin-angiotensin-aldosteron co thd lam

ting kali mdu.

Nguy co ting kali m6u, co thd gAy tfi vong, gia ttrng 0 ngudi l6n tdi, 6 bQnh nhdn suy thdn vi
6 bQnh nh0n ddi th6o duong, 6 bQnh nh0n di6u tri ddng thoi vdi cdc thudc kh6c co khl ning

lim ttrng kali mdu, vi/hoic 6 benh nh0n c6 cdc tlnh trang ddng thoi khdc.

Trudc khi sft dr,rng ddng thoi cdc thudc co inh hu6ng l0n hg thdng renin-angiotensin-

aldosteron, ti l0 nguy co-loi ich cdn duoc danh gia vd xem xdt cdc lua chqn thay th6'.

Cac yO'u td nguy co chinh giy tang kali mdu cdn duqc xem x6t la:

- Benh dai thao duong, sny thfn, tudi tac (> 70 tudi).

- Slt dung kOi hqp vdi mQt hay nhiO'u thu6c khiic gAy tnh hu6ng ddn h0 thdng renin-

angiotensin-aldosteron vi/hoic thudc bd sung kali. MQt sd thudc ho{c nh6m thuO'c c6 khi

n[ng gdy ting kali miu bao gdm: ChA't thay thO' mudi chrla kali, thudc lqi tidu giil kali, cdc

thndc uc chO'enn7m chuydn angiotensin, thLdc ddi khang thu thd angiotensin ll, thuO'c

kh{ng viOm khOng steroid (bao g6m thuOc uc chO' chqn lqc C0X-2), heparin, thudc rlc chd

mi6n dich nhu ciclosporin hoic tacrolimus, trimethoprim.

- Cdc tinh tr4ng ddng thdi khdc, cU thd nhu mdt nudc, mit Otr tim cdp tinh, nhi6m toan

chnydn h6a, suy gitrm chuc ning th4n, cic tinh trang suy gitrm dOt ngOt chric ndng th0n

(nhu nhi6m khudn), ly giti tC'bao (vi dq, thiOu mdu cuc b0 6 cdc chi cdp tlnh, tiOu co v0n,

chdn thuong k6o dii).
Khuydn c6o theo d6i chat ch6 kali huyOi thanh 6 cdc bQnh nhdn c6 nguy co.

Uc chd k6p h0 renin-anoiotensin-aldosteron
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Co bing chung cho thd'y vi6c s0 dung ddng thoi ciic thuO'c 0c ch6'en4rm chuydn angiotensin,
thu0'c ddi khiing thU thd angiotensin ll, ho4c aliskiren lim ttrng nguy co ha huy01 dp, ting kali

mdu, vi suy giim chrlc nlng thfn (bao gdm ci suy thfln c{p). Uc ch0' kep h0 renin-

angiotensin-aldosteron bing viQc sfi dqng kdt hqp ciic thur6'c uc ch6'en4/m chuydn angiotensin,

thudc ddi khdng thU thd angiotensin ll ho4c aliskiren vi v4y khOng duqc khuyO-n cdo.

Ndu liqu phtip uc chd kep du0c coi la that sg cdn thi6i, viQc niy chi nOn thgc hiOn du6i sU

giiim siit cia bdc s! chun7On khoa vi phii giiim sat chat ch6 chuc nlng thfn, ch0't diOn giii va

huyOi ap.

Kh0ng nOn slt dung ddng thoi thuO'c 0c ch0'enzym chuydn angiotensin vi thuO'c ddi kheng thu

thd angiotensin ll 6 b0nh nhdn bQnh th0n do tidu duong.

Lithi

Nhu cdc thu0'c ddi khang thU thd angiotensin ll khac, khOng khuyO-n cao kOt hop lithi va

olmesartan medoxomil.

Hep van d0ng mach cht holc van hai 16: bCnh co tim phi dai tdc noh6n

Nhu v6i ciic thurdc gifrn m4ch khdc, dic biQt than trgng 0 bQnh nh0n m6c bQnh hqp van dQng

mach chflr ho{c van hai 16, ho4c bQnh cd tim phi dai tdc ngh6n.

B0nh nhAn bi chfng cuono aldosteron tiOn phdt

BQnh nh0n bi ch0ng cUong aldosteron tiOn phat n6i chung sE kh6ng ddp 0ng vdi cdc thudc ha

huyOi ap tac dQng thOng qua sU 0c chd h0 renin-angiotensin. Do do, khOng khuydn ciio slt

dung olmesartan medoxomil 6 nhfng bQnh nhdn niy.

B0nh lti duong tiOu hoa gidno b6nh Sorue

Trong c6c truong hgp nghiOm trQng rA't hiO'm g{p, tiOu chiy man tinh kem giim cAn ddng kd

dd tluoc bdo c6o 6 nhfing bOnh nhin dUng olmesartan vai th{ng d0'n nhidu ndm sau khi b6t

ddu tlidu tri, nhidu khi ntrng gdy ra b6i mQt phin 0ng quii m5n cUc b0 bi tri hodn. Sinh thi01

ruQt 6 nguoi benh thuong cho thdy co teo nhung mao ruQt. NOu bQnh nh0n co cac triQu chrlng

niy trong qud trinh di6u tri vdi olmesartan, cdn loai tru cdc nguyOn nhdn tiOu chly khdc. Xem

x6t ngung slt dUng olmesartan medoxomil trong truong hgp kh0ng co nguy0n nh0n khdc dugc

xac dinh. Trong truong hgp cac triQu chung biO'n mdt va bQnh lV dudng tiOu hoa gi6ng bQnh

Sprue duqc xdc dinh blng sinh thi6t, khOng nOn b6t ddu lai di6u tri v6i olmesartan medoxomil.

Cdc khdc bi6t vd chtno tOc

Nhu tdt cl cdc thudc ddi khdng thu thd angiotensin ll khdc, t6c dung ha huyOt dp c0a

olmesartan medoxomil hoi k6m hon 0 ngudi da den so v6i cdc chtng ngr.toi kh6c, co thd vl tinh

tr4ng renin thdp chidm ti l0 cao hon 6 nh6m nguoi da den bi t[ng huyOi 6p.

Kh{c

Nhu v6i bflt k!' cdc thudc chdng tlng huy01 6p khic, gilm huyOt ap qud muc 6 nhfing bQnh

nh1n bi bQnh thiO'u mdu tim cUc b0 hoic thiO'u mdu n6o cUc b0 c6 thd d5n ddn nhdi mdu co

tim ho[c dOt quy.

Thuhc ndy co chtla. Lactose. B0nh nh0n co cdc vdn dd vd di truydn hidm gap kh0ng dung

nqp galactose, thi6l hqt Lapp lactase hoac k6m h{p thu glucose-galactose khOng nOn dung

thudc niy.
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Thdi ki mang thai:

KhOng khuydn ciio dirng thL6'c ddi khdng thu thd angiotensin ll trong suO't ba thdng ddu cira

thai ky. Chdng chi dinh dirng thudc ddi khiing thu thd angiotensin lt trong sudt ba th6ng gifia

vd ba thiing cudi cta thai ky.

Bing chung dich t6 hqc li6n quan dOh nguy co g0y qudi thai sau khi phoi nhi6m v6i thudc uc

ch6'ena7m chuydn angiotensin trong ba thdng ddu thai ky chua dugc ke't ludn. Tuy nhien, mQt

sU gia tlng nh6 nguy co khOng thd dugc loai tru. Mac du kh0ng c6 d[ liOu dich t6 hpc co kidm

sodt vd nguy co ddi voi thLdc ddi khang thU thd angiotensin ll, cdc r0i ro tuong tU co thd t6n

tai 0 nh6m thudc ndy. Tru khi vigc ti6p tuc didu tri blng thudc ddi khiing thu thd angiotensin il

duOc coi li cdn thi0i, benh nhdn dU dinh mang thai n6n chnydn sang ciic thu6'c di6u tri ting
huy0i iip thay thO' co tlnh an toan dfl duoc thi0i lAp trong thdi ky mang thai. Khi mang thai

duOc chdn dodn, n€n dung di6u tri ngay ldp tuc v6i cdc thuO'c ddi khang thU thd angiotensin il,

vi, n6u thich hgp, n0n b6t ddu liQu phap thay thO'.

Phoi nhi6m v6i thudc Odi tnang thU thd angiotensin ll trong ba thdng gifia vi ba thdng cudi

thai ky duOc bi0t li gdy ngO dOc thai (gif,m chuc ntrng th0n, thidu di, cham vOi h6a hOp s9) vi
ngQ dQc 6 tr6 so sinh (suy thfln, ha huy6't {p, ttrng kali mau).

NOu phoi nhi6m vdi cdc thuOc ddi khilng thu thd angiotensin ll xiy ra tu ba thiing giffa thai ky,

kidm tra bing si0u 0m ch0c ntrng th0n vd xuong sQ duoc khuy0-n ciio. T16 so sinh co mg dung

thudc ddi khiing thu thd angiotensin ll n0n duqc theo d6i chat ch6 viQc ha huydt iip.

Thii W cho con bti:

0lmesartan duqc bai tidt trong sfia c0a chuQt me, tuy nhi6n khOng rO li0u olmesartan co duoc

bai ti0t trong sila nguoi hay kh0ng. V'i khOng c6 thOng tin li0n quan ddn viQc slt dqng

olmesartan trong thoi ky cho con b0, olmesartan kh0ng dugc khuy6-n c6o vi c6c liQu ph6p thay

tho' vdi d0 an toin t6't hon dd duoc thiet lap la thich hgp hdn, dAc biet khi nuoi tr6 so sinh

hoic tr6 sinh non.

Anh hthng crta thufc dOi vdi cing vi€c: Olmesartan c6 lnh hudng nh6 hoic vua ddn khi

ndng ldi xe vi vfln hinh m6y moc. Ch6ng mit hoic mOt m6i dOi khi c6 thd xiy ra 0 bQnh

nh0n dang dirng thudc tlng huydt dp, vi co thd lim suy gi6m khl ning phln r1ng.

7. TUdNG rAc rnu0'c:

Cdc nghi0n c0u tuong tdc thudc chi mdi duqc thuc hi0n 0 nguoi l6n.

inh hthng cfia cdc thufc khdc En otmesartan medoronit

Cdc thudc chA'ng tdng huy|t dp khdc: Tiic dUng ha huy0i ap cta olmesartan medoxomil c6 thd

ttrng l0n v6i viQc sflt dUng ddng thoi c{c thudc chdng tlng huy61 6p khdc.

Thudc 0c chd enzym chuydn angiotensin, thudc d6'i khang thU thd angiotensin ll, hodc

aliskiren: D[ liQu thfi nghiQm l0m sing cho thf,'y uc chd k6p h0 renin-angiotensin-aldosteron

thOng qua viQc st dUng k01 hqp c6c thr.6c uc chO' ena/m chuydn angiotensin, thudc ddi khang

thU thd angiotensin ll, hodc aliskiren c6 li0n quan dO'n tdn sudt cao hon cta cdc t6c dqng phr,r

nhu tqt huy01 6p, ting kali miu, vi giim chuc ning thfln (bao g6m cfr suy thfln cdp) so vdi

vi0c st dUng mOt thudc ric chd hQ renin-angiotensin-aldosteron duy nhA't.

Thudc bd sung kati vd thuAc tqi tidu gi7 kali: DUa trOn kinh nghiOm st dung c{c loai thudc

khic c6 lnh hudng l6n hg renin-angiotensin, sft dUng ddng thoi cdc thu0c lOi tidu gifi kali,
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thudc bd sung kali, chi't thay thd mudi chua kali ho{c cdc thudc khdc c6 khl ning lim ting
ndng d0 kali mau (nhu heparin) c6 thd din d6-n gia ting ndng d0 kali mdu. Do v0y, kh0ng

khuydn ciio dung ddng thoi.

Thudc khdng vi€m khlng steroid: Ciic thudc khang vi0m khOng steroid (bao gdm acid

acetylsalicylic 6 liO'u > 3g/ngiy vi thudc uc ch6'C0X-2) vi thuO'c Odi fniing thu thd angiotensin

ll c6 thd ho4t dQng phdi hOp blng cdch gilm d0 lqc cdu th0n. Nguy co clra viOc sil dr,rng ddng

thoi cric thr.6c NSAID va thudc ddi khang thU thd angiotensin ll li viQc xua't nign ctra suy thfln

cdp. Khuydn c6o theo d6i chuc ning thfln khi nfit ddu didu tri c0ng nhu bu nudc thuong xuyOn

cho bQnh nhAn. Ngoii ra, di6u tri ddng thoi co tnd tam gi6m tiic dUng ha huyOi ap cira thndc

0di fndng thU thd angiotensin ll, din d0n mAt mOt phdn hiQu qul.

ThuA'c gay dgng acid mdt colesevelam: Dung ddng thdi v6i thudc gay dqng acid mat

colesevelam hydroclorid lam gi6m phoi nhi6m toan th0n vi ndng d0 dinh trong huydt tuong c[ra

olmesartan va ldm gitm thoi gian bdn thai. St dpng olmesartan medoxomil it nh0't 4 gid tru6c

colesevelam hydroclorid ldm giim hiQu rlng tuong tiic thr^6c. N0n dung olmesartan medoxomil it

nhd't 4 gio trudc liO'u colesevelam hydroclorid.

Cac hdp ch{t khdc: Sau khi didu tri vdi thu6c khdng acid (nhOm magnesi hydroxyd), d[ quan

sat thd'y sU giim nhg sinh khi dgng cta olmesartan. Dung ddng thoi warfarin vd digoxin

khOng Anh hu0ng dOn duqc dQng hqc cta olmesartan.

Anh htflng crta ohesartan medoxomil l6n cdc thuAb khdc

Lithi: Dd co b6o c6o gia tlng co hdi phUc ndng d0 lithi hr.ry6i thanh vi dOc tinh khi sil dung

ddng thoi lithi vdi thr.6c uc chd enzym chuydn angiotensin vd thu6'c ddi khdng thU thd

angiotensin ll. Vi vfly, khOng khuydn c6o dung k01 hqp olmesartan medoxomil va lithi. NOu viOc

sil dung k01 hqp li cdn thi6i, khuy6-n c6o theo d6i cdn th0n n6ng d0 lithi huyOi thanh.

Cdc h1p chit khiic:Cac hgp cn0't Od duqc nghi0n cuu trong cdc nghiOn cuu l0m sing cU thd 6

ngudi t)nh nguyen kh6e manh bao gdm warfarin, digoxin, thL6'c kheng acid (magnesi nhOm

hydroxyd), hydroclorothiazid, vi pravastatin. KhOng quan sdt thdy cac tuong tdc c6 li0n quan vd

mit l0m sing, vi dic biQt olmesartam medoxomil kh0ng c6 inh hudng d6ng kd l0n duqc dOng

hoc hoic duoc luc hQc c0a warfarin hoic duoc dQng hqc c[ra digoxin.

Olmesartan c6 tdc dUng 0c chd nhung khOng li0n quan vd mat l0m sang lOn enzym cytochrom

P450 1A112,2A6,2C819,2C19, 2D6,2E1 and 3A4 6 nguoi in vitro, vi khOng c6 hoic c6 r0't it

tdc dUng cim fng lOn hoat tlQng cta cytochrom P450 6 chuQt. Do do, chua co ciic nghiOn cfu

tuong t6c in vivo v6i ciic chdt uc chO' vd cim ring ena/m cytochrom P450, vi khOng c6 cdc

tuong t6c co f nghTa l0m sdng nio giila olmesartan vi cdc tht6'c chuydn hoa b6i cac enzym

P450 0 trOn duQc dU ki6'n.

B. TAc DUNG KH0NG MoNG mudn:

Th1dng gap, 1/100 
= 

ADR < 1/10

Chuydn h6a vi dinh dU6ng: Tlng triglycerid htryQl, tlng acid uric huyQi

Thdn kinh: Chong m4t, nh0c ddu

H0 hfp: ViOm ph0'quin, viOm hqng, ho, vi6m m[i

Tiflu h6a: Vi€m da diy vi ruQt, ti€u chiy, dau bqng, bu6n nfin, kh6 tiflu

Co xuong kh6p vi m0 liOn k01: Vi0m khdp, dau lung, dau xudng
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Than vi ti01 niOu: Tidu ra mdu, nhi6m khudn duong ti6t ni0u

Toan th0n: Dau, dau nggc, phu ngo4i bi0n, ciic triQu chung gidng cum, mQt m6i

KhAo s6t Ttrng enaTm gan, ttrng urO huy6i, ttrng creatin phosphokinase huydt.

ft gdp, t/tooo s ADR < r/roo
Mdu vd h0 bach huy01: Giim tidu cdu

H9 mi6n dich: Phin ung phin v0

Tai: Ch6ng m{t
Tim mach: Dau thit nggc

Ti6u hoa: NOn

Da vi m0 dudi da: Vi0m da di 0ng, md day, ndi ban, ng0a

Co xuong vi m0 liOn k6t Dau co

Toan thdn: Phu mit, suy nhugc, m6t m6i

Hi{m g{p, 1/10000 s ADR < 1/1000

Chuydn h6a vi dinh duOng: Ttrng kali hrryOi

Mach mdu: Ha huyOt ilp

Da vi m0 du6i da: Phu m4ch

Co xuong vd m0 li6n kOt Co co

Th0n va ti01 niQu: Suy thfln cd'p, suy thfln

Toin thdn: Ngt llm
Khtro sdt: Ting creatinin huyOi

R{t hiC'm g{p, ADR < 1/10000

Ti6u h6a: B9nh lli duong tiOu hoa tuong tU bQnh Sprue

Cic truong hOp ly giAi co v0n don 16 da duqc b6o ciio li0n quan d0n viQc udng thudc Odi fnang

thU thd angiotensin Il.

e. ouA t-tEu vA x0 rni: A
luil tidu: ThOng tin c6 liOn quan ddn qud lidu 6 nguoi con han ch6'. Anh hu6ng d6 xiy ra nfra-ii ))

c[ra qua lidu li h4 huy0t ip. /f ,'l
Cach xti fri; Trong truong hgp quii li6u, bQnh nhAn cdn dugc theo d6i cdn thfln vi di6u tri trffi
ch0ng vi di6u tri h6 trg. KhOng co th0ng tin vd khi nlng thanh lgc cta olmesartan.

10. cAc ofiu HrEu cAn uju i vA rxuvdn cAo: ffiKh0ng dlng quii liG'u chl 0!nh.

11. TEr{, 0!A cHi, BrEu TU0NG c0A co s0 sAr xufir: rll!)
(,{&i # (,

Pharmaceuticals

WHO.GMP ruQ.cuc rnudNc
P.TRUdNG PHONG

4
L

cOuc TY cd pnAr Du0c pHdm opv

5627, Duong 3A, Khu C0ng nghiQp Bi0n Hoa ll, Phuong An Binh, Tp

DT: (0251) 3992999 Fax: (0251) 3835088

Mku, "il*frng Nai.

12. NcAy xEM xET s0n sdr, c4p nnAr LAr NQr DUNc nUdr'rc oAu s0 DUNG rnudG:
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