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Qlmesartan Medoxomil  40mg
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Rx
MOSOTHIM-40 TABLETS

(Vién nén bao phim Olmesartan medoxomil 40 mg)

CANH BAO DAC BIET:

Chi stk dung thubc nay theo don

DPoc k¥ hudng dén st dung trudce khi sit dung

Hay tham khdo ¥V kién bdc si dé co thém thong tin.

Khéng ding qud liéu dd dugc chi dinh

Xin théng bdo cho bdc st biét cdc tdc dung ngogi ¥ trong qud trinh sit dung.
Khéng sit dung thuée dd qud han ding.

Dé thudc ngoai tdm vdi ciia tré em.

THANH PHAN:

M4Ai vién nén bao phim ¢6 chifa:

Hoat chdt: Olmesartan medoXOmil ... ...ccocrivvenieiiarinieisieinssieeseineeesvesesssseesnnes 40 mg

Td duge: Lactose monohydrate, Low substituted hydroxypropyl cellulose (LPHC-11),
Hydroxypropyl cellulose (Klucel LF), Magnesi stearat, Hypromellose (15 cps), Titan Dioxid,
Talc tinh ¢ché&, Macrogol 6000.

DUGC LUC HQC

Co ché: Angiotensin II duge hinh thanh tir Angiotensin I trong phén tng phan huy nhd enzym
chuyén dang angiotensin (ACE, kinase II). Angiotensin II 1a yé&u t8 chinh [am ting ap luc HMAC
maun trong hé thong rennin-angiotensin vdi cic tdc dyng giy co mach, ting kich thrte*l’il‘1 }Zghavaral
hgp va gidi phéng aldosteron, kich thich tim va tdi hdp thu natri & thin. Olmesartan; »l(l;q;jch{:’antlyﬂﬂ Vi
tdc dung co mach ctia angiotensin II bang cdch e ché chon loc lién ké&t clia AT 11 vdithe Fgrnai -

AT I trong co tron mach mdu. Vi thé, tdc dung ciia né ddc lap véi su tdng hop AT IL Mat thu
th€ AT II duge tim thdy trong nhiéu m6, nhung ngudi ta khong biét duge lidu thu thé nay cé
lién quan dén sy cin bing ndi md mach mdu hay khéng. Olmesartan tdc dung 1én thu thé
AT manh hon thu thé AT2 12500 1an. Diing ¢hat e ché ACE, va do dé tic ché qud trinh sinh
chuyén hod AT1 thanh AT2, dé kho4 tdc dung ciia hé thdng rennin-angiotensin 14 co ché tac
dung ctia nhiéu thudc ha hyét 4p. Céac chét ifc ché ACE ciing 1fc ¢ché sy chuyén hod clia
bradykinin, ciing dugc xic tdc bdi ACE. Vi olmesartan medoxomil khdng ¢ ché ACE
(kinase IT) nén né khoéng &nh hudng dén ddp iing v4i bradykinin. Tuy nhién trén 14m sang
chua thdy sy khac biét. Tdc dung khod thu thé angiotensin TI ttc ché hé thdng feedback Am
tinh ciia angiotensin 11 d&i v&i su bai ti€t renin, nhung lai 1am ting hoat déng cla renin trong
huyét tudng va ndng dd angiotensin Iiu théng khéng vudt gud tdc dung cia olmesartan vdi
huyét 4p.

DUGC PONG HOC

Hap thu: olmesartan medoxomil sinh chuyén hod nhanh va hoan toian nhd phdn dng thuy
phin ester thanh olmesartan trong suét qua trinh hip thu theo duting tiéu hod. Trang thai 6n
dinh dat duge trong vong tf 3 dén 5 ngdy. Sinh khid dung tuyét d&i cla olmesartan khodng
26%. Sau khi udng, dat dugc ndng do dinh trong huyét twdng sau 1-2 gi. Thite in khong dnh
hudng dén sinh kha dung clia olmesartan.
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Phan bé: thé tich phan bd clia olmesartan khodng 17L, thudc lién k&t cao vdi protein huyét
fnrong (99%) va khdng xaAm nhip dude vao t€ bao hdng cau.
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Chuyén hod va thai trit: vi thudc da chuyén hod nhanh va hoan toan trong qué trinh hap thu
nén khong can ti€p tuc chuyén hod olmesartan thém nita. D6 thanh thai huyét tuong toan
phan ctia olmesartan 1a 1,3 L/gi&, d6 thanh thai ctia than 12 0,6 L/gid. Khodng 35% dén 50%
liéu hap thu dudgc thai trir theo nutde tiéu, phin con lai dao thdi vao phan qua mat.

CHI PINH:

Olmesartan medoxomil duge ding dé diéu tri ting huyét 4p. C6 thé diing mot minh hoidc
phdi hop vdi cdc thudc chong ting huyét d4p khdc.

CHONG CHI PINH:

Chong chi dinh vdi nhitng bénh nhan qud mén vdi bat cif thanh phin nao cda thudc.

Khong ding cho phu nit mang thai

KHUYEN CAO VA THAN TRONG :

Suy thdn: khéng nén diung olmesartan medoxomil cho ngudi suy thian ning.

Cho con bu: ngitng cho bu trong thdi gian ding olmesartan medoxomil.

Theo ddi st sao huyét 4p va ECG 1a rat can thiét khi mdi bit ddu diéu tri. Piéu chinh cén
bing dién gidi khi diéu tri bing olmesartan medoxomil. Kiém tra chifc ning thin thudng
Xuyén.

Diing cho ngudi gia: trong tdng s6 bénh nhan diéu tri bing Olmesartan medoxomil trong céc
nghién cifu trén 1am sang, c6 hon 20% bénh nhin 65 tudi va gia hon va c¢6 hon 5% bénh nhan
tir 75 tudi trd 1én cho thay khong c6 su khdc biét vé d6 an toan va hiéu qud clia thudc giita
ngudi gia va cdc bénh nhan tré hon. Mot thit nghiém 1dm sang khdc cling khong x4dc dinh
thay sy khdc biét trong ddp Ung giita 2 nhém bénh nhan nay, nhung ngudi gia c¢6 thé nhay !
cam vdi thudc hon.

ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC : :g
Khong thdy ¢6 bdo cdo lién quan.

SUDUNG G PHU NU MANG THAI; CHO CON BU. TICAL
Thdi ky mang thai: Loai C (qui ddu tién) va loai D (qui thif 2 va 3). Ding thudc trong qui 2 va -

% 2 v o . .- N . 1e, Vadal
3 ¢6 thé gdy it nudc 01, ha huyét dp, v niéu, thiéu ni€u, bién dang s mat va tlf vong & tré sd 2, India

sinh. Mic db viéc dung thudc ¢ phu nit ¢6 thai trong qui 1 chura thdy ¢6 lién quan dén nguy cd
cho thai nhi, nhung can ngitng thudc ngay khi phat hién ¢6 thai.

Thai ky cho con bi: khong bi€t olmesartan c6 bai tiét vao sita me hay khdng nhimg ¢6 lugng
ddng ké trong sita chudt c6ng. Do vy cin quyét dinh ngimg thudc hoic ngimg cho con b tily
theo tam quan trong ctia thudc ddi véi ngudi me. z
TUGNG TAC THUOC: 4
Khong c¢6 tuong tdc nao ddng ké khi ding clng digoxin va wafarin & nhifng ngudi tinh
nguyén khoé manh. Sinh kh4 dung cla olmesartan khong bi thay ddi nhiéu khi uéng ciing
cdc thudc antacid [AI(OH)s/ Mg(OH),]. Olmesartan medoxomil khéng chuyén hod bdi Cyt
P450 va cfing khong c¢6 4nh hudng nao dén cdc enzym P450, vi thé khong cé tuong tic véi
cdc thudc e ché, kich hoat hay chuyén ho4 bdi cdc enzym nay.

Khong diing ciing thudc 1di tiéu giit Kali do nguy cd ting kali huyét.

TAC DUNG NGOAI Y:

Thudc dung nap t6t. Céc tdc dung ngoai y thudng nhe, thodng qua va khéng lién quan dén
liéu ciia olmesartan medoxomil.

Ciéc téc dung khdng mong muén hay gip gém cé: dau lung, viém phé& qudn, ting CPK, ia
chdy, dau diu, ha dudng huyét, huyét niéu, ting triglyceride huyét, cdc triéu chitng gidng
cim, viém hau hong, vi€ém mili, viém xoang, ho.
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LIEU LUGNG VA CACH DUNG:

Chi dinh liéu cho titng ¢4 nhan. Liéu khdi diu thudng 1a 20mg mét 14n mdi ngay khi diéu
tri don ddc & nhitng bénh nhian khéng bi gidm thé tich tuan hoan.

Nhitng bénh nhan cin gidm huyé&t 4p nhiéu hon sau 2 tudn diéu tri ¢6 thé ting liéu 1én
40mg. Liéu trén 40mg khong c6 tdc dung manh hon. Ding liéu 2 lAn/ngay ciing khong c6
hiéu qud hon udng 1 14n/ngay vdi téng liéu tuong t.

Khéng can di€u chinh liéu ban diu cho ngudi gid, bénh nhin bi suy gidm chifc ning thin
vita dén ning (Cle, < 40 ml/phit) hodc nhitng bénh nhan réi loan chic ning gan vira dén
nang. o] nhitng bénh nhin c6 thé bi giam thé tich mach (nhu ngudi diéu tri thudc 16i tiéu,
ddc biét 1a nhitng ngudi suy gidm chic ndng than), can theo dbi sdt sao va dung liéu thap
olmesartan medoxomil khi méi bdt ddu. Olmesartan medoxomil ¢6 thé€ udng ciing thitc 4n
hodc khéng. N&u diéu tri mét minh olmesartan medoxomil khéng thé ki€m so4t duge huyét
dp ¢6 thé ding thém thudc 1gi ti€u. C6 thé ding ciing véi cdc thude chéng ting huyét 4p
khdc.

Thong tin vé stt dung cho tré dudi 18 tudi: Po an toan va hiéu qud chua dude dénh gid.
QUA LIEU:

S6 liéu vé cdc trudng hgp qud liéu & ngudi rat han ch€. Biéu hién thudng thiy nhit 1a ha
huyét 4p qudé mifc va nhip tim nhanh; n€u ¢6 hién tugng kich thich phé giao cdm (day
than kinh phé&-vi) ¢6 thé 1am chidm nhip tim. Khi ¢6 bi€u hién ha huyét 4p qud mifc cin
x 1y ban d4u biing cdc bién phap diéu tri tich cyc. Kha ning thim tdch olmesartan chua
dudge rd.

TIEU CHUAN CHAT LUGNG: Nhi sdn xuit

HAN DUNG: 24 thang k€ tir ngdy sén xuit.

S6' 16 sdn xudt (Batch No.), ngay sdn xudt (Mfg. date), han ding (Exp. date): Xin xem trén
nhan hop va vi hodc 1o. Ngay hét han 12 ngay 01 cla thdng ghi trén nhin.

BAO QUAN: D
Giff thudc noi kho mat, dusi 30°C. Tranh 4nh sang. -
QUY CACH PONG GOI: % _
Hop 1 vix 10 vién; o
Hop to chirta 10 hdp nho x 1 vi x 10 vién

San xudt bdi:
BAFNA PHARMACEUTICALS LTD.

No. 1/15B, N.No.147, Madhavaram Redhills high road, Grantlyon Village, Vadakari Post,
Chennai — 600 052.
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