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OSART-20
{Vién nién olmesartan medoxomil 20 mg)

THANH PHAN

M3i vién nén bao phim et chi:

Hogi chdr: Qlmesarian medoxomil 20 mg. -
T diegre: Microcerystallin cellulose, lactose, mannitol, povidon (PVE-
307, magniesi stearat, purified tale, natn croscarmellosc, sunset yellow
lake, titamfum dioxid, macrogol  (polyethylene glycol - 600D,
hypromelloss (hydroxypropymethylcelbilose E-15).

DANG BAOCHE
Vién nén bao phim.

CACBACTINHDUQC LYC HQC =
Ca chié: angiotensin 1T duge hinh thanh tir angietensin | rong phan g
thuy phiin nhe enzym chuyén dang angiotensin (ACE, kinass I1).
Angiotensin [1 1a :-'-Eu'tlfr.hlnhllm ling apl‘urmdnlmqlﬂﬂﬂhghﬂiq
- anyriotensin voi cac tac dyung giy eo mach, ting kich thich tng hop vi

iai phong aldesteron, kich thich tim va tai hip thu natri o thiin.

mesartan we ché tig dyng co mach cun angioteasin [ bing cach we
ehé chon Ipe lién két cua AT, voi thy thé AT, trong cortrom mach mit. Vi
thi, tac dyng cin no Adc ip vol sir tdng hop AT, Mt thi thé AT, e
tim thily trong nhiéu md, nhimg ngwod ta khng biét dupe Tia thy thé
nay co lién A& sr ciin bing npi md mach mau hay ;
Olmesartan tac dung 12 thy the AT, manh hon thys the AT, [a 12500 lin.
Dung chilt i ché ACE, va do dd wic ché qua trink #inh chiiyén hoa AT,
thanh AT,, d¢ khoa tsc dyung cua b thing renin - :fnumir! la co ché
favc hung cun nhidu thude hp huyét ap. Cac chilt we chié ACE cting uc ché
syr chuyén hoa cua bradykinin, cing dupc xuc tac bai ACE. Vi
nlmﬂaunqudgmmitl:hﬁnguﬂh! ACE (kinase ITynén no khdng anh
huomg dén dap g voi bradykinin, Tuy nhign trén lim sang chirs thily
=y khac bigt. Tac dung khoa II'HLlhﬂ:iqijnltl:LginII uc ¢hi he thong phian
héi im tinh cua angiotensin (1 i voi s bai tidt renin, nhumg lai lam
thng hoat dpng cun renin trong huyét trong va nong 4f angiotensin hu
théng khing vuse qua tac ding cua olmesanan voi huyét ap.

CACDACTINHDUQCBPONGHOC .
Hiip thu: olmesartan medoomil sinh chuyén hoa nhanh va hoan toan
i phan ung thuy philn esier thanh olmesartan trong sudt qua wish

thu theo duomg tidu hoa. Trang thai dn dinh dat duoe trong vong e 3 d

5 ngay. Sinh kha dyng tuyft ddi cun olmesartan khoang 26%. Sankhi
uding, dat dirgpe ) dinh trong huyét ieong sau | - 2 gio, Thue in
khing anh hiseng toi sinh kha dpng cua olmesartan, _ i
Phiin bif: thé tich phin bi coa olmesartan khoang 17 1, thudc lién két
can -T'Emnminhuﬂtlumg {99%:) va khdng xim nhiip dugee vao i bao
hong ciu. . A
Chuyén hoa va thal trir: vi thufc & chuyén hoa nhanh va hoan 1oan
trong qua trinh hilp thu pén khdng cin tidp tpe chuyén hoa oimesartan
thém nika. B thanh thai huyét nrong 1oan phin cua olmesartan ln 1.3
Iit/gicr, 4 thanh thai cua thiln 1a 0,6 Iitgio. Khoang 35% dén $0% liéu
hip thu depe thai tnr theo niroc tidy, phin con lai dao thai vao phiin va

fmfle,
!E“ gian bén thii clia olmesartan dao dfng tir 10 dén 15 gids san khi
uong.

.:mh;thps://nhath_uocggoc%&h,com/
Im edoxomil d A didu T tin tap. Co thé
b 0 I o it B o i g tho by ap ke

LIEU LUQNG VA CACH DUNG

Lidt kher ddo khuyén céo cia olmesartan medoxomil 13 10 mg 1 En f
ngzity. Vi bénh nhiin oo huyét kp khing duge kidm sodt diy di o lice
Khéri i, cé thé ting litu 1én 20 mg 1 lin / nghy. Nhumg bénh nhin cin
giam huyét ap nhifu hon ssu 2 tuin dife i co thé ting fieu lén 40 ma/
n E.Lihﬂlﬁﬂdﬂmgidﬂngnumdmgm_ﬂ.ﬂhm.D'Lll'lgli.f-u_ﬂuug'_z

fngay cung khong co hifu qua hon udng I Hn/ngny voi tag litu

turomg tir. v T
Ngriri gn:mwﬁfmiﬂumm lidu cho ngguren gia. Wéu phid thng lida
bén 40 mg/ ngiy, ciin kidm sodt huyét ip chilt ché,

Suy thin: &0 vid bénh nhin soy thiin nhe vi v (C1,, 20 - 60 mbphot)
thi 1iu 14 da 14 20 mggdy. Khiing sir dung olmesartan medoxomil cho
bénh nhiin suy thdn ning (C1, <20 HJTI‘W

Suy gan: khdng cin didu chinh lidu d6i vai béah nhin suy gan nbe. DL
v bénh nhdn suy gan vim, lidu khé diu khuyén edo 1 10 mg/nghy vi
1 da 1 20 mg/ngay. Khing st dung olmesartan medoxomil cho bénh
nhiin suy gan njng hoje thc mit. L

¢ nhimg bénh nhdn cd the bi gism thé tich meach (nhw ngui didu i
thudc I tidu, dic bigt I8 nhung ngwoi suy giam chirc ning thin), cdn
theo doi sat sa0 va dung lidu thilp olmesartan medoxomil ki mos bt
i, Olmesaran medoxomil e thé uéng cung thue dn hojic khing. Néw
didu tgi mit minh olmesartan medoxomil Khdng the kidm soat duge
h:ifmpcn-mi dung thém thudk: Iy tiéu, Cothé dung cung voi cac
chingtinghuydtapkhac. e :
Thing tin vé sif djpng cho tre em dunei 18 tudl: 45 un toan va hifu qua
chura durgee danh gin.

CHONG CHI BINH i S !
Chiig chi dinh voi nhvimg bénh nhin qua midin voi bilt cir thanh phin nao
cua thudc. : e "

dung thude cho phi e i,
mdﬁmuﬁummmmmﬁ

THAN TRONG _
Suy thiin vi ghép thin: cin theo dai dinh ki ndng A5 kali v creatinin
huryét thanh khi olmesartan medoxomil duge ding o biak nhin by suy
thin. Khing dung olmesartan medoxomil cho bénh nhiin suy sin ning
{Cl, = 20 mlphut), Khing o6 kinh nghidm sir dyng olmesartan
medoxomil & bénh nhin mdi ghip thin hedc binh nhiin suy thin gia
dogn cubi (CL, < 12 ml/phu).

Thudic b chira lactose: Khing sir dung thude niy cho bénh nhin bj céc
wiln A8 di teuydn hidm glip nhu khing dung npp galsctose, thiguw hyt lapp
- kactnse hay kiém hip thu glucose - galactose. i

Php nir cho con bu: ngimg cho con ba trong thai gian dung olmesartan
medoxomil. Sl s e

Theo doi satsao huyétap va ECG larit cin thidt khi moi bilt ddu diéu ry
Biéu chinh cin biing difn giai khi diéu i biing olmesartan medoxomil.
Kitém tra chuc ning thin thiong xuyén. ,

Dung eho ngue gia: trong tong 0 bénh nhhdnhl tri biing olmesaran
meedoxomil trong cac nghién cuu trén kim sang, co hom 20%% bénh nhin
65 i va gis hom va co hon 5% bénh nhiin nr 75 tudd tro bn cho thiy
khﬁn_gmwkhubi#ﬂ df an toan va hifa qua cun gl ngano gia
va ¢cac bénh nhidn tre hon. Mt the nghifm 1im sang khac cung khing
xic dinh thity sy khac bigt trong dap umg givea hai nhom bénh nhin nay,
mhumg e gis co thé nhay cam ve thude hon,.

Bénh b dudmg téu bia man tinh wong iy bénh sproe; tifu chiy man



tinh, nghiém trong kém theo gidm cin & cic binh nhin o dung
olmesartan medoxomil xuit hign vii thing dén vii nlim sau khi bit diy
ding thude. K&t qui sinh thiét rodt cika cic bénh nhin thimg phit hign
cé teo nhung mao rudi. Néu xudt hifn trifu chimg niy trong qus
trinh dilu rj bing olmesartan medoxomi vl s0dt che nguyén nhitn
gy tidu chiy khic vi ngimg it dung thude olmesartan medoxomil sau
v 88 Tt e b gy hdkn ks,

SUDUNG G PHU NI COTHAL . 2t
Dhung thude trong quy 2 v 3 €0 thé giy it nuroc 6i. ha huyét ap, vé nifu,
lhiéun_ii'u.. hién dang sp miit va r vong o tre so-simh, Mac du vife dung
thudc o phy nir co thai rong quy | chira thily co lién quan dén nguy co
che thaii nihi, mhumg cdn ngumg thude ngay khi phat hign o thai.

SUDUNGOPHUNI'CHOCONBE
mgﬁ&wmﬂmhﬂﬂ&mmxmm
nhqrrguqlumdmgﬂbqugm:hﬂ;ﬁpg.lhm quyt dinh
ngumg dung thudc hode ngumg cho con bu iy theo tim quan trpog cua
lhulﬂn:tﬁiwlingu'uim

TAC DUNG KHONGMONGMUON . ,
Thude dung npp tit, Cac tnc dung ngopi ¥ thucng nhe, thoang qua va
gz idn quan dén iéu cua ol mesartan medoxomil, )

Cac tnc dung khong mong mudn thirimg gip gdm co: dau dilu. cac tridu
chimg pidng cum vac ik,

The dung khéng mong mudn duge Lidt ké theo hé co quan va tn suit, tn
sullt s xac dinh nhnrsau:

Rt thutmg gip (= 1/10); thimg glip (= 17100 1 < 1/10); it glp (=
1/1,000 ti < 1/100); hifm glp (= 1710.000 i < 1/1.000); cit hiém ghp
(== 1/10.000), khing xée dinh (khing thé wic tinh tirsb Héusia cd).

R logn mdn vi g bgch hayd:

= It glip: giim téu cdu,

Réi logn i micn dich:

- {t ghip- phin img phin vé.

Rai fogn trao 6§ chér v dink dadmg:

= Thardmg giip: tAng trighycerid mau, tBng scid uric mdu;

- It giig: tiing kalli mdu.

Réilogn hi thin kinh:

- Thisimg giip: chifng mit, nhirc dfio.

R logn tai v mé dao tai:

- I glip: chimg .

Rdi fogn nhip fim:

- [ ghp: don thlle ngyre,

Rt Logn mygeh mdue;

- Hidm ghp: huyés ipthip.

u;mnné,ﬂn;u wd trieng thit:

=~ Thurimg glip: viem ph quim, viém hong, ho vi viem mii.

Ribt bopn tiéu hoe: ; .
-;I'huﬁtg'gip:ﬁhnﬂlﬂy ruds, tidu chiy, daubyng, bibn non, Kk tidu,
- ponan

- Rt hiém gip: bénh 1y dudmg tidu héa man tinh toong tyrbénh sproe.
Réi logn da vé md duwedd da:

-k : phiit ban, viém da di (mg. mily day. philt ban, ngin;

- Hiém gip: phiiné,

R togn co xeeng khdp v md lidn két:

- Thurémg giip: vidm khop, dau hmg, dauxnmg:

- it plip: dauciry.

- Hitrm giip: co thit oo

Relt togn chiin vi iés nigu:

- Thurimg giip: A1 tidu rn mdu, nhidm tning didmg bl nid;

- Hidm ghpe suy thin cip, suy thin ohe.

RAi fopn chumg wi nhdmg tink trgag i dudmg ding:

i g i R SR e

-t gdip: phi né maL, sy phatgrs, b chin bltdn;

- Hiem glip: hinmé.

Cde mghién ciu 8idu mra;

= Thindmg glip: ting men gan, Mg und mdy, g creatin - kinpse mbu;

- Hidm giip: tng creatinin miiw

Bénh Iy dutmg tidu hos mean tinh trong ty bénh sprae.

d?'}n:;gm wil bde sil ede tde dyng kidng mong mubn gip phai khi

TUONG TAC THUOC - i :
ﬁhﬁng;mg‘mmdu.ngkﬁmnkhi dung cung digoxin va wafarin o
nhumg nguon tinh nguyén khoe manh. Sinh kha dung cua olmesartan
khéng i thay 491 nhi¢u khi ufng cung cac thude antacid [AI{OH)/
Mg(OH),]. Otmesartan medoxomil khong chiyén hoa bai cytochrom
P450 va cung khdag co anh hizong nae 8én cac enzym P41, i th k

o trong 1sc voi cac thude ve ché, kich hopt hay chuyén hoa bot cac
enrymunay, - -

Ehéng dung cung thuds lei tiu ginrkali do nguy co ting kali min.

Sir dyng dong thin vén colesevelam hydrochlonid lm gidm pho nhidm
todn thin, ndng 46 dink trong huydt iremg ol olmesaran medoromil va
[ gidm thin gian bén thai (t,,). Mén s dung olmesartan medoxamil it
nhit 4 gits trinte khi ding colesevelam hydrochlorid 88 gidm fromg tae
thude.

TAC PONG CUA THUOC DOTVOT KHA NANG LAIXE VA VAN
HANHMAY i
Oilmesartan medoomil c6 dnbh hudmg nhg hodc trung hinh dén khd ndng
lhi xe v viin hilnh may mée. Chong mdt, nhie diu hoje mét moi 861 khi
mm:ﬁ:mmugmd trinh diéu trj 1am gidm kha ning phidn img cia
bémi misdn, %'l vy can thim rong khi la xe v vin hanh may moc ong
qud trinh sl dyng thisde.

QUALIEUVACACHXUTRI :

S8 lifu vé e truomg hop qua liéu o nyguwo rit han ché. Bidu hign thirong
thity rihdit In T huyét Sp qua mute va nhip tim nhanh; néu co hién twpng
kich thich pho giao cam (ddy thin kinh phé - vi) co thé lam cham nhip
tim. Khi co bigis hitn ha huyét ap qua mirc cdn xi 1y ban diu bing cac
hiltn phap didu tri fich cpre. Kha ndng thilm tach olmesartan chim duge 1o,

PONG GOI: Hjp 3 vi x 10 vién nén bao phim.

HANDIUNG: 36 thing ké tir ngay sin xudt. Khing ding thudc qui
hpn sir dyng.

BAO QUAN: Bio quin noi khé mdt, & nhigt 4§ dwdi 30°C, inink dnh
TIEU CHUAN: Nhd éin xuf,

NHASAN XUAT
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