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OSART-20
(Vién nén olmesartan medoxomil 20 mg)

THANH PHAN

Mdi vién nén bao phim 6 chim:

Hogt ehdr: Olmesarian medoxomil 20 mg.

T diegre: Microcrystallin cellubose, lactose, mannitol, povidon (PVE-
300, magnesi stearat, purified tale, natr croscarmellose, sunset yellow
lake, titanium dioxid, macrogol (polyethylene glycol - 6000},
hypromeltoss (hydroxypropymethyleellulose E-15).

DANG BAO CHE
Vién nén bao phim.

CACBAC TINH DUGC LYCHQC i

Co ché: angiotensin 1T dwoc hinh thinh tir angiotensin | trong phan wmg
thuy phiin nho enzym chuyén dang angiotensin (ACE, kinase IT).
Angiotensin 11 14 yéu t8 chinh lim tng ap lirc maw trong hé thing renin
- angiotensin vai cac ta¢ dung gly co mach, ting kich thich tong hop va
giai phong aldosteron, kich thich tim va tai hip thu natri o thiin.
Olmesartan ve ché tac dung co mach cua angiotensin 11 bdng cach e
ehé chon Ipe lién két cua AT, voi thy thé AT, trong co trom mpach ma. Vi
thé, tac dyng cua no ddc lip v syr ting hep AT,. Mt thy thé AT, duoe

tim mﬁ;} trong nh':-iuﬂr:b. nms u"f.fmu? 'ﬁ“ﬁﬁ% .;?;um thé chura dirgre
m:nr:lng:dlsng I.Eni:p ﬂ'hihT,maJﬂ:hm u thE AT, 1 mras ~ Q%Zﬁ](“

Dung chilt we ¢hé ACE, va do do e chi qua trinh sinh chuyén hoa AT,
thanh AT,, 8¢ khoa tac dyng cua hé thing renin - angiotensin la oo ché
tac dyng cua nhiéu thudc ha huyét ap. Cac chilt we ché ACE cung ue chi
sir chuyén hoa cua bradykinin, cing dupe xuc tac boi ACE. Vi
olmesartan medoxomil khang ue ché ACE (kinase IT) nén no khéng anh
huomg dén dap ung v bradykinin, Tuy nhién trén 1im sang chua thily
sr khac bigt. Tac dung khoa thy thé angiotensin Il we chi b thing phan
héi fim tinh cua angiotensin T &8i voi syr bai tiét renin, numg Tai lam
thng hoat dfng cua renin trong huyét romg va ndng d5 angiotensin luw
théng khing virgrt qua tac dung cua olmesartan voi huyét ap,

CACPACTINHDUQCBONGHQC e
Hilp thu: olmesanan medoxomil sinh chuyén hoa nhanh va hoan toan
nho phan ung thuy phin ester thanh olmesartan trong sudt gua tnah

thu theo duemg tidu hoa. Trang thai on dinh dat duge trong vong e 3 d

5 ngay. Sinh kha dyng tuyét d5i cua olmesartan khoang 26%. Saurkhi
uding, dat dpe ndng 4 dinh trong huyét trong sau 1 - 2 gio. Thue &n
khing anh huromg toi sinh kha dung cua olmesartan,

?Mu‘bi'; thé tich phin b cua olmesartan khoang 17 1, lhuﬁqlitn ﬂt
cao T.E protein huyét irong (99%) va khing xim nhjip duge vao té bao
hong ciu. . : 4 .l g
Chuayén hu- va thai trw: vi thudc da chuyén hoa nhanh va hoan toan
trong qua trinh hip thu nén khing cin tiép tpe chuyén hoa olmesartan
thém nua. EX) thanh thai huyhlmnq toan phin cua olmesartan Ia 1,3
lit/gic, &5 thanh thai cua thin 1a 0,6 lit/gic. Khoang 35% dén 50% liu
hﬂp'lhumpﬂhni trir theo mroe tida, phin con lai dao that vao phiin va
mit.

T.;:M gian bén thii ciia olmesartan dao $fng tr 10 &&n 15 git sau khi
udng.

i ing dé dié huyét ap. Co thé
Olmesartan medoxomil dupe dung dé difu i ting L 0
mnﬂim}nhhﬂpﬂlmmﬂmuﬁc ungnuy&Tpum.
LIEU LUQNG VA CACH DUNG

Liéu khéd ddu khuyén cdo cia olmesarian medoxomil 13 10 mg 1 1n /
nghy. Vi bénh Mnamﬁspthﬁmmw kidm sodt diy di & litu
Khiri diu, e thé ting lidu 1én 20 mg | in / ngiy. Nhimg bénh nhin cin
giam huyét ap shiéu hon sau 2 tuiin didu tri co thé ting licu 1én 40 mg/
ngiy. hiu'ﬂ'!n 40 mg khing co tac dung manh hon. Dung ligu dung 2
Min/ngdy ciing kbding co hifu qua hon udng | lin/ngay voi ting lic

tuomg tr.
Nguriri gii: edn didu chinh lidu cho nguai gia. Méu phii ting lit
}én 40 mg/ ngdy, ciin kiém sodt huyét dp chiit chi.

Suy thin: 45 vii bénh nhin suy thin nhe v vin (C1, 20 - 606mLphiry
thi lidu 1] da 14 20 mg/ngiy. Khéng sir dyng olmesartan medoxomil cho
bénh shin suy thin ndng (CL, <20 ml/phir).

Suy gan: khing cin diéu chinh liéu 45i véi bénh nhin suy gan nhe. Béi
viri bénh nhin suy gan vir, lidu khéi diu khayén clo 14 10 mg/ngiy vi
tdi da 14 20 mg/ngiy. Khing sir dyng clmesartan medoxomil cho bénh
nhinsuy ganning hodc themit. :

¢} nhimg bénh nhdn co thé bi giam the tich mach (nhu ngwoi diéu i
thudc loi tidu, diic bigt 1 nhimg ngwoi suy giam chire ndng thin), cin
theo doi sat sao va dung liéu thip olmesartan medoxomil khi mai bat
diu. Olmesartan medoxomil ¢o thé uing cung thire &n hofic khong. Néu
didu tri mft minh olmesartan medaxomil thé kiém sodt duge
hiuyét ap co thé dung thém thuds lor tifu. Co thé dung cung v cac thude
-:hins tinghuyétapkhac. - -y :
Thing tin vé st dpng cho tre em duoi 18 tudii: 5 an toan va hifu qua

s-a-g/

Chéing chi dinh voi nhumg bénh nhin qui mfn vi bit e thanh phin nao

cua :
Khing dl.ing thudc cho phy na mang thai.
Khiing dung thudc cho binh nhin tic mit.

THANTRONG

Suy thiin va ghép thin: cin theo d5i dinh k¥ ndng A0 kali vi creatinin
haryét thanh khi olmesarian medoxomil duge ding & binh nhiin bj suy
thin, Khing dung elmesartan medoxomil cho bénh nhiin suy than ndng
(Cl, < 20 mljphut). Khing cb kinh nghifm s dyng olmesartan
medoxomil & bénh nhin mdi ghép thin hodc bénh nhiin sy thin giai
dogn eudi (CL,< 12 mliphut).

Thudkc cé chira lactose: Khing sir dyng thude niy cho binh nhén b cde
viin a& i truyén hikm giip nbu khing dung ngp galactose, thiéu nt lapp
= lactase hay kém hap thu glucose - galactose, ¥

Phyp nir chio con b ngumg cho con b trong thei gian dung olmesartan
medoxomil. b ) WA

Theo doi satsao huyét ap va ECG la rilt cin thiét khi moi bt ddu didu tri,
Diéu chinh cin bing dién gini khi diéu tri biing olmesartan medoxomil.
Kim tra chure nfing thin thuong xu .

Dhing cho ngudi gia: trong téng s6 bénh nhin diéy tri bing olmesartan
medoxomil trong cac nghién curu trén lim sang, co hom 20% bénh nhin
65 Wi va gia hon va co hom 5% bénh nhin tr 75 tudi tre léa cho thiy
khéing co sy khac bidt vé df an toan va hifu qua cua thude giva nguoi gia
va cac bénh nhin tre hom. Mt thar nghim 1im sang khac cung khing
:udhﬁlh@ywlﬂpchdjlmqunpmim hai nhom bgnh nhin nay,
nhumg ngwe giaco thé nhay cam v thude hon,.

Bénh I dusdmg tiéo hia man tink teong by bénh sprue: tiéu chiy man



tinh, nghiém trong kém theo gidm cin & cic binh nhin sir dyng
olmesartan medoxomil xudt hifn vii thing dén vai nim sau khi bt diu
dimng thude. Két qud sinh thiét rujt cia cic bénh nhin thuimg phit hign
n&mﬂmmm.ﬂhmﬁthﬂnmﬂ:ﬁnﬁudﬁﬁgnﬂrmw
trinh didu trj bing olmesarian medooxomi ri s0dt cée nguyén nhin
gdy tiéu chiy khéc va ngimg s dung thuoe olmesartan medoxomil sau
ki dd logd trir diege che nguyvén nhin khic,

SUDYNG O PHI NI COTHAI ‘ |
Dung thude trong quy 2 va 3 co thé giy it nwoe di, ha huyét ap, vo nigu,
lhiiun!'_l:-l.t.. bién dang sp mit va tr vong o tre so sinh. Mac du vife dung
thudc o phu mir co thai trong quy 1 chura I.h.ﬁ.}'ﬁé lién quan ﬂ&wm
che thai nhi, nbumg cin ngumg thude ngay khi phat hién co thai,

SUDYNG OPHYNU CHOCONBU i

Khéng biét olmesartan medoxomil co bai tié1 vao sira me hay khing
nhimg co hugmg dang ké trong sita chudt cdng. Dﬂ:ﬁidﬂ quyét dinh
ngumg dung thude hode ngung cho con bu iy theo tm quan tmng cua
thudic 48 vioi ngunoi me.

TACDUNG KHONGMONGMUON ; .
Thubc dung nap tdt, Cac tac dung ngoai ¥ thuomg nhe, thoang qua va
khdng lién quan dén lidu cua olmesartan medoxomil. £
Cac tac dung khong mong mubn thuimg giip gm co: dau dilu, cac trigu
chmuabg:mmnﬁ: it
Tic dyng khing mong durge 1t ke theo hé co quan va tin suit, tin
sudt duree xdc dinh nbu s
Rit thuimg gip (= 1/10); thudmg glp (= 17100 161 < 1/10); it gip (=
1/1,000 té7 < 1/100); hiém giip { = 1/10.000 16 < 1/1_000); it hicm gip
(< 1710.000), khang xdc dinh (khing thé wic tinh tirsd lifw sin cb).
R logn meds v h§ bach huyér:
- [t glip: gidm tiéu céu.
Jrfdimﬁgmﬁnm
- - phin img phan v§.
R mmﬁmd:mmaw
= Thirdmg giip: tng trighyeerid méu, ting acid unic méu;
-I'Ergﬁp:lingkalimiu.
Riilogn hi thin kink:
« Thurimg giip: ching miit, nhire diu
Rii logn tai vi mé dgo tai:
- It ghip: chibmg mit.
logn nljp fim:
- It gip: dau thiit ngyre.
Rii logn mach mda:
- Hiém gip: huyétdpthip.
Réi logn hé hip, ling ngue vé trung thit:
- Thirémg giip: viém phé quin, viém hong, ho va viém miki.
Rt logn tidu hda:
-;J'huhtgg.ﬁp:ﬁémd.u:ﬂymﬁl_IiEuchdgdnuhuug.blﬂmnﬁu,khﬁli&u;
- p: mdn
- Riithifm gfip: bénh 1 duimg tidw hoa man tinh nnong by bénh sproe.
R logn da v mé diwdi da:
- [it giip: phit ban, viém da dj img, may day, phit ban, ngimn;
- Hiém gip: phi né.
Rl logr cor xaeomg khdp v m lién két:
- Thirimg glip: viém khép, dau hmg, dau xuwong;
- irgip: danco;
~ Hiém glp: co thit eo.
Rt togn thin v 18t nigu:
- Thurémg giip: di tidu ra méu, nhifm ming deimg tit niu;
- Hiém glp: suy thiin clip, suy thin nhe.
Rii logn chung v nliimp tink trgng fpi doedmg ding:

https://Vnras.Qf,}:mlﬁ'l}ﬁ“h

- Thirbmg gip: dau dém, tire ngyre, phil nd ngogi vi, che triéu chimg gidng
e, Tt -

- It glip: phis né mi, suy nhuge, bda chbn bt dn;

- Hitm gip: hén mé.

Cidc nghién ciru ditu tra:

= Thurdmg giip: tng men gan, Hng ané mio ting creatin - Kinase méu;

- Hiém gfip: ting creatinin mauw.

Bénh Ly durdmg tiéw hia man tinh fuong ty bénh spruc.

Théng bio vdi bic sf ede tde dung khdng mong muin gip phii khi
ditrig thrade.

TUONG TAC THUOC = e "

Khing mlgﬂnglmd&ngl‘.é:_nukhi dung cung digoxin va wafarin o
nhimg nguoi tmh nguyén khoe manh. Sinh kha dung cua olmesanan
khimg b1 thay df1 nhifu khi uéng cung cac thude antacid [AICOH)/
Mg(OH)]. Clmesantan medoxomil khing chuyén hoa boi cytochrom
P450 va cung khéng co anh hirong nio dén cac enzym P450, vi thé khong
o twomg tae voi cac thude ue ché, kich hoat hay chuyén hoa boi cac
enzymnay. z

Khéng dung cung thude 16 tidu girkali do nguy cotling kali miu.

Sir dyng dong thi véi colesevelam hydrochlorid lim gidm phoi nhitm
todn thin, ndng 46 dinh trong huyé nromg cia olmesanan medoxomil vi
laen gidm théd gian bdn thai (1) Nén sic dung olmesartan medoxomil it
TM} 4 gitr trundie khi diing colesevelam hydrochlonid d& gifm twomg téc
thuoe,

TAC PONG CUATHUOC POI VOI KHANANG LAIXE VA VAN
HANHMAY MOC _
Dimesartan medoxomil b dnh hudme nhe hodic trung binh dén khi ndng
ldi xe v wiin miy .Chﬁegmit.nhl&cd.’uuhnicmﬁmﬁiﬁﬂithi
A Jig j inh didu trj lim giim khi ndng phin img cia
! i g tromg khe g xe i viin hanh may moc rong
qua trinh sicdyng thudbe.

QUALIBUVACACHXUTRI )

S8 liéu vé cac truomg borp qua liéu o nguai rit hin ché. Biéu hign thwong
thily nhéit 1 ha huyét ap qua mure va nhip tim nhanh; néu co hién twong
kich thich pho giso cam (ddy thin kinh phé - vi) co thé lam chim nhip
liJnKhjcubléuhi_Enha I:npqu&pmg-:&:xulyhmdiubingm
bign phap didu tri tich cyre. Kha ndng thim tach olmesartan chira dugre ro.

BONG GOIL: Hjp 3 vi x 10 vién nén bao phim.

HAN DUNG: 36 thing ki tir ngiy sin xuit. Khing ding thulc qui
han sirdyng.

BAQ QUAN: Bio quin nei khd mdt, & nhigt df dudi 30°C, trinh dnh
sing. -

TIEU CHUAN: Nha sin xui.
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THEON PHARMACEUTICALS LIMITED

Bia chi: Vill. Sainimajra, Tehsil Nalagarh, Distt. Solan (H.P), India (An
By



