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OSART-20
(Vién nén olmesartan medoxomil 20 mg)

THANH PHAN

Mdi vién nén bao phim c6 chim:

Hogt chdr: Olmesanan medoxomil 20 myg.

T diepre: Microcrystallin cellubose, lactose, mannitol, povidon (PVE-
30, magnesi stearat, purified tale, natri croscarmellose, sunset yellow
lake, titanium dioxid, macrogol (polyethylene glycol - 600D),
hypromlioss (hydroxypropymethyleellulose E-15).

DANG BAO CHE
Vién nén bao pham.

CACBACTINHDUQC LYCHQC gt
Car ché: angiotensin 11 dwpe hinh thinh tir angiotensin | trong phan tmg
thuy phin nho enzym chuyén dang angiotensin (ACE, kinase IT).
Angiotensin 11 13 yéu 16 chinh lam ting ap lyre mau trong hé thiéng renin
- angiotensin voi cac tac ding gy co mach, ting kich thich téng hop v
giai phong aldosteron, kich thich tim va i hip thu natri o thiin.
Olmesartan e ché tic dung co mach cua angiotensin 11 bing cach e
ehé chon lpc lién két cua AT, voi thy thé AT, trong co trom mach ma. Vi
thé, tac dung cia no dic lip voi sir tdng hop AT.. Mt thy thé AT, dwcre
tim thily trong nhiéu mé, nhumg ngwoi ta khing biét dupe lifu thy thé
rﬁ}':nﬁhgmndftlnrﬂn nfi md mach mau hay khing.
Olmesartan tac dung 1én thy thé AT, manh bom thy thé AT, 1 12500 lin.
Dung chilt e ché ACE, va do do uc ché qua rinh sinh chuyén hoa AT,
thanh AT,, 8¢ khoa tac dung cua h thing renin - Enmig la co ché
tac dyng cua nhiéu thudc ha huyét ap. Cac chilt we ché ACE cung e ché
sir chuyén hoa cua bradykinin, cung dupe xuc tac bai ACE. Vi
uhmqndq;mni_lkhﬂngwchf ACE (kinase IT) nén no khing anh
]mﬁ'ngdfn dap ung voi h?dykinh.%}'nhiﬂitﬁnllﬁmmgcﬁlﬂ thily

khac bigt. Tac dung khoa thy thé angiotensin I1 uc ché hé thong phin
?&1‘ dm tinh cua angictensin 11 &di voi s bai tiét renin, nbumg lai lam
ting hopt dng cua renin trong huyét trong va ning 45 angiotensin hu
théng khéing viret quatac dung cua olmesartan voi huyétap.

CACPACTINHDUQCBONGHQC A -
Hip thu: olmesanan medoxomil sinh chuyén hoa nhanh va hoan toan
nho phan ung thuy phin ester thanh olmesartan trong sudit dyua trinh

thu theo ducmg tigu hoa. Trang thai dn dinh dat duge trong vong w3 d

5 ngay. Sinh kha dyng tuyét d5i cun elmesartan khoang 26%. Saukhi
ufing, dat dpe ndng 43 dinh trong huyét trong sau | - 2 gio. Thue in
khing anh hureng toi sinh kha dypng cua olmesartan,

Phiin bé: thé tich phin b cua olmesartan khoang 17 1, thudc lign két
cao -.T'imlem huyét nromg (99%5) va khing xim nhjip dug vao té bao
hing iy, R
Chayén h“ va thal trir: vi thulc 4a chuyén hoa nhanh va hoan toan
trong qua trinh hip thu nén khing cin tifp tpc chuyén hoa olmesartan
lpﬁmpw.. M) thanh thai hu:.-!i._tl.n:n toan phin cua olmesartan la 1,3
litigior, & thanh thai cua thin |a 0.6 lit/gio. Khoang 35% dén 50% liéu
hép thu dwpe thai tnr theo nieoc tiéy, phin con lai dao thai vao phin va

mit.
TLai gian bén thii ciia olmesartan dao ddng tir 10 dén 15 gicr sau khi
uong.
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CHIBINH _ e
Olmesartan medoxomil dupe dung dé diéu g huyét ap. Co thé
dung mfit minh hodic phdi hpp vai cac yiétapkhac
LIEU LUGNG VA CACH DUNG
Lidu khid dhu khayén cio cia olmesartan medoxomil | | lin /

ngiy. Vi bénh nhin o6 buyét ip khdng digc kidm sodt dispdi & liéu

khir dhu, ¢ thé ting lidu 1én 20 mg | kin / ngiy. Nhimg binh nfiu cin
giarn huyét ap nhifu hon sau 2 tin dide tri co thé ting licu l2n 34
nﬂﬁULﬂﬂdﬂmk{ﬂgnn@Mﬂmm.M!mu_m
lin/ngay cing khiing co hifu qua hom udng 1 lin/ngay vei tng li

furomgg . ol

Ngwriri gii: ¢dn didu chinh liéu cho ngwoi gia. Néu phai ting lidu
lén 40 mg/ nghy, ciin kidm sodt huyét dp chit ché.

Suy thiln: 4 v&i bénh nhin suy thin nhe v v (1, 20 600mLphiry
thi lidu 18 da 14 20 mg/ngdy. Khéng sir dyng olmesartan medoxomil cho
bénh nhin suy thin ndng (Cl, < 20 mV/phit).

Suy gan: khong cin diéu chinh liéu 46i vai bénh nhin suy gan nhe. Béi
viri bénh nhdn suy gan vira, lidu khén dia khuyén cho 14 10 mg/ngay vi
1i da 14 20 mg/ngiy. Khing sir dyng olmesartan medoxomil cho bénh
nhin suy ganninghofictiemit. |, :

¢ nhimg bénh nhdn co the bi giam the tich mach (nhu nguoi didu tri
thudc g tiéu, dic bigt 13 nhimg ngwoi suy giam chire ndng thin), cin
theo doi sat sao va dung lidu thip olmesartan medoxomil khi moi bat
du. Olmesartan medoxomil ¢o thé udng cung thire &n hedic khing. Néu
didu tri mft minh olmesartan medoxomil thé kidm soat dug
huyétap co thé dung thém thudk 1gri tiéu. Co thé dung cung voi cac thude
-:hgr-s tinghuyétapkhac. - el L
Thing tin vé sir dung cho tre em duwoi 18 tudi: 45 an toan va hitu qua
chura durpe $anh gia.

CHONG CHI BINH ) - < !
Chéng chi dinh voi nhimg bénh nhin qua min voi bt cu thanh phén nao

cua .
Khiing dung thudc cho phy nu mang thai.
Khiing dung thudc cho bfnh nhan tie mit.

THANTRONG

Suy thfin vil ghép thin: cin theo d5i dinh ki ndng 43 kali vi creatinin
buyét thanh khi elmesartan medoxomil duge diing & bink nhin bj suy
thin. Khéng dung elmesartan medoxomil cho binh nhiin suy thin ning
(Cl, = 20 mbphut). Khing cb kinh nghi¢gm sir dyng olmesartan
medoxomil & bénh nhin méi ghép thin hojic bénh nhin suy thin giai
doan cubi (C1, < 12 mb/phut).

Thudic cb chira lactose: Khong sirdyng thudc niy cho bénh nhin b cde
viin A& di iruyén hidm giip nhu khéng dung nyp galactose, thidu hyt lapp
- lactase hay kém hip thu glucose - galactose. 3

Phy nw cho con ba: ngang cho con ba trong thot gian dung olmesartan
medoxomil. . 1 s
Theo doi st sao huyétap va ECG la rikt cn thiét khi moi bit ddu didu i,
Bidu chinh cin bing dién giai khi diéu tri biing olmesartan medoxomil.
Kiém tra chuc niing thin thuong xuyén. :

Dhing cho nguai gia: trong ting si bénh nhin dify tr bing clmesartan
medoxomil trong cac nghién cuu trén Lim sang, co hom 20% bénh nhin
65 tudi va gia hom va co hom 5% bénh nhin tr 75 tudi tro lén cho thiy
khéng co sir khac bigtvé ) an toan va higu qua cua thude giva nguei gia
va cac bénh nhin tre hom. Mt thu nghim 1im sang khac cung khing
:udhﬂuh@yn{lﬂpth&#mquﬁpm irra hai nhom bénh nhin nay,
nhm;;nguu’igjumm!ﬂwﬂmvniﬂuléj =

Bénh Iy dwdmg tiéu hba man tink teong by bénh sproe: tiéu chiy man



tinh, nghiém trong kém theo gidm cén & cic bénh nhin si
olmesartan medoxomil xudt hign vii thing dén vii nim sau khi

dimg thude. Két qua sinh thiét nuft clia cic bénh nhin thdmg phét hifn
b teo nhung mao rudt. Wéa xubt hitn trigu chimg niy trong qué
trinh didu trj bing olmesartan medoxomi ri sodt cde nguyén nhiin
gly tidn chiy khéc va ngimg sir dyng olmesartan medoxomil sau
ki i logi trir duge che nguyén nhin khic,

SUDYUNG O PHU NUCOTHAI :
Dung thude trong quy 2 va 3 co thé giy it nwoc 8, ha huyét ap, vé nigu,
lhif}m!'_i'l.l. hiégchngnpuﬂtmq:wngﬂtr:mﬂnh. Mgc du vife dung

thudc o pha mr co thai treng quy 1 chira thily m!u!-n LA dén By o
cho thai nhi, nbung cin ngung thude ngay khi phat hign cothai.

SUDUNG G PHY NI'CHO CONBU__ i

Khing bit olmesartan medoxomil co bai tiét vao sua me hay khing
qucqlumdnngtiuqngmfhulﬂlfﬁppﬂnﬁcﬁmﬁdﬁﬂi
ngumg dung thuds hode ngung cho con b wy theo tm quan irpng cua
thude d8i voi ngunod me.

TACDUNGKHONGMONGMUON 4 .
Thudc dung nap 1t, Cac tac dung ngoai ¥ thuong nhe, thoang qua va
khdng lién quan dén liéu cua olmesantan medoxomil, ¢
Cac tac dung khong mong mudn thuimg giip gbm co: dau diu, cac trigu
chumg gidng cum v c gL,
Tiic dung khing mong drgre 1id1 ké theo hé co quan vi tin sudt, tin
sudt duree xde dinh nbw sae:
Rt thutmg giip (= 1/10); thudmg glip (= 1/100 t&i < 1/10); itéﬂp{g
1/1,000 1 < 1/100); hiém glip ( = 1/10.000 t6i < 1/1.000); rit hiém gip
(= 1/10.000), khdng xdc dinh (khing thé wie tinh tir s4 lifu sin c6).
Réi logn mds v h§ bach huyée:
« [t gilps it tiéw cdu,
Rf#hwmﬁmt&m
- - phin img phin v§.
R mmﬁmﬁ vé dink dwdng:
= Thirémy giip: ting tnighycerid mdu, ting acid uric mdu;
-Igimmmmam_
Rii logn ki thitr kirk:
- Thurémg glip: chémg miit, nhire diu
Rii logn tai v mé dgo tai:
- It glip: chéng mdit.
fogn nhip tim:
- [t giip: dau thit ngye.
Fogn mach mdu:
- Hidm gip: huyétdpihip.
RAE Rl e g sy wa e ks
- Thusdmg glip: vidm phé quin, viem bong, ho v vidm mii.
Rt logn tidu hda:
- ;l'huhlgg.ip: vitm da ddy mdt, tiéu chiy, dau byng, budn non, kh tigu;
- p:mdn
- Riit hiém giip: bénh 1 duimg tidu héa man tinh tuong ty bénh sproe.
Rii g da v mdi dorehi da:
- [t gfip: phit ban, viém da dj (img, may day, phitban, ngin;
- Hiém gip: phii né.
R ogn co xreomg khdp vit mi fién két:
- Thurimg gip: viém khdp, dau hmg, daw xunomg;
- it gip: dan co )
- Hiém giip: co thét eo,
Rt Logr thon wit iée nigu:
- Thurémg gip: i tidu ra mdu, nhifm tring dwimg i nidu:
- Hiém gip: suy thiin clip, suy thin nhe.
Rii togn chung vd nfimg tink tegeg tpi dedmg ding:
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- Thistmg gip: dan dém, e ngye, ﬂﬂm vi, ce trigu chimg gidng

ciam, mét moi; e

i phnnima;suymm.b&ncb&n%

. Him giip: hon mé. 7

Cde nghién ciru &itu ra;

- Thurémg glip: ting men gan, 1Eng uré mio ting i

- Hiém giip: ting creatinin maw. O

Bénh I duimg tiéu hoa man tinh iwong ty bénh sprue. 7O,

* ]

Théng bdo vii bic sf cde tdc dung khing mong m Khi
ditng thuie. O@
TUONG TAC THUOC

Khﬁngmlgﬂngl&ndﬁngkér_ﬁukhi chingm'ngdigu:mﬂ-wafalin o
nhumg ngroi I:'ml'! nguyén khoe manh. Sinh dpng cua olmesanan
khéng bi thay d8i nhifu khi uéng cung cac thudc antacid [AICH])/
Mg(COH).]. Clmesartan medoxomil khing ¢ hoa bai cytochrom
P450 va cung khdng co anh hiong nao dén cac enzym P450, vi thé khing
o tuong tac voi cac thude ue ché, kich hopt hay chuyén hoa boi cac
enrymnay. .

Khbng dung cung thude I tidu gir kali do nguy cotlng kali méu.

Sir dyng ddng thivi véi colesevelam hydrochlorid kim gidm phoi nhitm
todn thitn, ndng 4 dinh trong huyét nromg cia olmesanan medoxomil vi
B gidm thed gian bdn thai (t,). Nén st dung olmesartan medoxomil it
rﬂdd:: gitr trudie khi diing colesevelam hydrochlorid 88 giam twong tic
thude.

TAC PONG CUATHUOC DOI VU1 KHANANG LAIXE VA VAN
HANHMAYMOC :
Dmesartan medoxomil cb nh hudmg nhe hodic trung binh dén khi ndng
14i xe v viin hinh mdy méc. Chong mat, nhire diu hofic mét moi i khi
uﬁménui:hli:umngmumméumim;immmgpmnﬁngm
bénh nhiin. Vi vy can thin trong khi lid xe vi viin hinh may moc lrong
qud trinh st dyng thude,

QUALIEUVACACHXUTRI ‘
S8 lifu vé eae truemg hop qua lidu o nguoi rit hn ché. Bidu hign thuong
thily nhdit 1a ha huyét ap qua marc va nhip tim nhanh; néu co hién twong
kich thich pho gio cam (ddy thin kinh phé - vi) co thé lam chim nkip
tim. Khi co biéu hién ha huyét ap qua marc cin xu Iy ban diu bing cac
bin phap diéu tri tich cyre. Kha ndng thim tach olmesartan chira dupre ro.

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

HAN DUNG: 36 thing ki tir ngiy sin xudt. Khing ding thudc qui
han sirdyng.

BAQ QUAN: Bio quin nei kb mdt, & nhift 4§ dudi 30°C, trinh dnh

TIEU CHUAN: Nhi sin xuis.

NHASANXUAT

THEOM PHARMACEUTICALS LIMITED

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



