https //trungtamtﬁhgc»ei)%/p
ned A8LoAl s

A52 )ADL'

Coding Area/Unvamished Area

Not to Be Print

BOY TE
CUC QUAN LY ]

PA PHE D@
Lan ddu:. L4 0£.7

Tei‘msrter

H’;’I mbic ©

“Each film coated tablet contains :
Olmeasarian Medoxomil Ph. Eur 40 mg
Q.8.

enis
Zﬁgcal;oh contraindication, dosage,
administration, warning and

~otherinformation:
Refer to enclosad package insert
Storage
Store below 30°C, protected from light.
Specification: In-House

Keep the medicine out of reach of children.
Read carefully the leaflet before use

. Qlmesartan Medoxomil Tablets 40 mg

3 blisters x 10 tablets
Hap 3 vi x 10 vién

Méi vién nén bao phim chira:
Olmesartan Medoxomil 40 mg
Ta duoc vira 8u

Cach dung, chi dinh, chéng chi dinh va
cac thong tin khac:

Xem trong & hudng dan stir dung thude
keém theo

Bao quan:

Bao quan dudi 30°C, tranh anh sang.

Tiéu chuan: TCCS.

Dé thude tranh xa tam tay cta tré em
Boc ky hwéng dan st dung trwde khi diing

g
B I |

~

‘mmmmm

'Alemblc Pharmaceullcals Limited
|(Formulation Division},

:Regd. Of.: Alembic Read, Vadodara 390 003

FPreseription only! Thudc k& don

/Al & Po: Panelav, Tal-Halol, Dist: Panchmahal.

M!Q Lic. No/S6 GPNSX,™ "~~~ 7777~
Reg.No./SBK:

Importer/DNNK:

Olmesartan Medoxomil Tablets 40 mg

Olmesartan Medoxomil Tablets 40 mo<:

Olembic 0

Batch No./Sé 16 SX:

@
a |% |
g x|
o2 Each film coated tablet contains : Mfg. Lic. No.: a3l Sl
ER Olmesanan Medoxomil Ph. Eur 40 mg Manufactured in India by: |5 AR,
= Excipients q.s. Alembic Pharmaceuticals Lid. I; ¢
/’§ (Farmulation Division), 2
Dosage : At & Po: Panelay, Tal-Halol, 3
/ As directed by the physician, Dist-Panchmahal India. |3¢]
o Regd. Off.: Alembic Road, e
£ a2 Storage : Vadodara 390 003
%: &= Store balow 30°C, protected from light.
Keep the medicine out of reach of |
\ children. /
G, 4 18 s

Mfg. Date/NSX: dd/mmiyyyy —

Exp, Date/HD: dd/mmfyyyy

Py e



https://trungtamthuoc.com/

OLEMBIC 40

(Vién nén bao phim olmesartan medoxomil 40 mg)

Céc diu hiéu Iuu ¥ va khuyén cdo:
Doc I huéng dan sir dung trieéce khi dimng.

BDé xa tam tay tré em.

Thong bao ngay cho bac sy hodc dirge sy nhirng tac dung khong mong mudn gdp phai khi sir
dung thuoc.

Thuéc nay chi dimg theo don thudc

1. Thanh phin cong thire thude

M&i vién nén bao phim chta:

Thanh phin hoat chiit: Olmesartan medoxomil 40 mg

Thanh phﬁn ta dwoe: Lactose monohydrate, microcrystalline cellulose, low substituted
hydroxypropyl cellulose, hydroxypropyl cellulose, magnesium stearate, opadry yellow
03F82788.

2. Dang bao ché: Vién nén bao phim.

Mo ta dac diém thude: Vién nén bao phim mau vang, hinh tron 2 mit léli, mot mét phf‘ing va
mot mit ¢6 khic “324”.
3. Chidinh
Piéu tri tang huyét ap nguyén phat. ’
4. Liéu ding — Cach dimg
Ngwoi trueong thanh
Liéu khéi ddu khuyén céo cia olmesartan medoxomil 1a 10 mg/lan/ngay. O nhitng bénh nhin
c6 huyét ap khong thé kiém soat & lidu nay, ¢6 thé tang liéu olmesartan medoxomil 1én 20 '.
mg/lan/ngay nhu 12 lidu t6i vu. Néu viée ha huyét ap 12 cin thiét, c6 thé tang liéu toi da 1én 40
mg/ngay hoiic két hop véi hydrochlorothiazid.
Téc dung ha huyét ap ctia olmesartan medoxomil kéo dai trong vong 2 tuan khi bat dau diéu
tri va dat t6i da khoang 8 tuan sau khi bat dau didu tf. Can phai luu y khi xem xét vi¢e diéu
chinh liéu cho bat ki bénh nhan nao.
Ngudi cao tudi (> 65 tudi)
Khéng can diéu chinh lidu & ngudi cao tudi (tham khao lidu khuyén cao ¢ bénh nhéan suy
than). Can theo d&i chat ch@ huyét ap khi tang liéu lén td1 da 40 mg/ngay.
Suy thin
Kinh nghiém ding liéu cao van con han ché & nhém bénh nhan suy than nhe va vira (36 thanh
thai creatinin 20- 60 mL/phut), liéu t&i da & nhom bénh nhén nay 12 20 mg/lan/ngay. Khong
khuyén cdo sur dung olmesartan medoxomil & nhiing bénh nhén suy than ning (d¢ thanh thai
creatinin < 20 mL/pht) vi kinh nghhiém van con nhiéu han ché & nhom bénh nhén nay.
Suy gan
Khéng cin diéu chinh liéu & bénh nhén suy gan nhe. Vi nhitng bénh nhén suy gan via, liéu
khai dau khuyén cdo 10 mg olmesartan medoxomil va liéu tdi da khdng qua 20 mg/lan/ngay.
Theo ddi chat ch& huyét 4p va chiic ning than & nhimg bénh nhén suy gan da timg duge didu
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tri bing thude loi tiéu hoac cdc nhom diéu tri tang huyét ap khéac. Chua c6 kinh nghiém ding

olmesartan medoxomil & nhitng bénh nhan suy gan ning, vi vay khuyén cao khong ding

thude & nhém bénh nhan nay. Khéng nén sit dung olmesartan medoxomil & nhiig bénh nhén

bi tic maL.

Tré em

An toan va hiéu qua cta thudc cho tré em va thanh thi¢u nién < 18 tudi hién van chua duoc

thiét lap. Hién van chua c6 dit liéu ¢6 sin.

Cach dung

Vién nén olemesartan medoxomil nén duoc ding cling thoi gian vao moi ngiy, ¢6 thé ding

chung véi thite an hodc khong, vi du vao bita an sang. Thudc nén duoe nudt vai mot lugng

nude (1 ly nude). Khong duoce nhai thude.

Luu y xir Iy thude trwée va sau khi sic dung:

+ Xit Iy thude trwée khi sir dung: Khong c6 yéu cdu dac biét vé xir ly thude trude khi sir

dung.

+ Xir Iy thube sau khi sir dung: Khong ¢é yéu cdu dic biét vé xi 1y thude sau khi st dung.

5. Chéng chi dinh

Qud mén v6i olmesartan medoxomil hodc bat ki thanh phéan nio cta thude.

Phu nit mang thai hon 3 thang (5t nhét 14 tranh ding vién nén Olembic 40 vao thoi ki dau

cua thai ki — xem muc Sir dung thudc cho phu nit ¢6 thai va cho con bt)

Dang bi vang da va mét (bénh vang da) hodc gip van dé trong viée dan luu dudng mat (tac

mat. vi du nhu séi mat)

bai thao dudng hodc suy giam chire ndng than va dang duwoc diéu tri v6i cac thude ha huyét

ap ¢o chua aliskiren.

6. Cinh bdo va thin trong khi diung thude

Giam thé tich ndi mach

Triéu chimg ha huyét 4p. nhat 1a sau lidu dau tién c6 thé xiy ra & nhimg bénh nhin bi giam

thé tich va/hay natri do diéu tri béng thude o1 tiéu manh, ché do an han ché muéi, liéu chay

hay nén. Can phai loai trir nhiing tinh trang trén trude khi dung olmesartan medoxomil.

Tinh trang kich thich cia hé renin — angiotensin — aldosteron

O nhimg bénh nhan ¢6 truong lue mach mdu va chire ning than phu thudc chii yéu vao hoat

ddng cua hé renin — angiotensin — aldosteron (vi du nhu bénh nhan bi suy tim sung huyét

nang hay bénh than tiém én, bao gdm hep déng mach than), diéu tri véi cac thube co anh

huong dén hé nay co lién quan dén tinh trang ha huyét ap cép tinh, ting uré huyét, thiéu niéu

ho#ic hiém hon 1a suy than cap. V&i nhom chen thu thé angiotensin 11, nhitng hiéu qua tuong

tu khong nén dugce loai trur.

Ting huyét 4p do hep djng mach thin

Cé nguy co gia ting tinh trang ha huyét ap nang va suy than khi bénh nhéan bi hep dong mach

than hai bén hay hep dong mach than mot bén duge diéu tri voi nhitng thudc anh huong dén

h¢ renin — angiotensin — aldosteron. |

Suy than va ghép thin

Khi sir dung olmesartan medoxomil ¢ nhimg bénh nhan suy thin, ¢én kiém tra dinh ki nfmg

do kali huyél va creatinin. Khong nén dung thudc ¢ bénh nhan suy thdn nang (d0 thanh thai

creatinin < 20 mL/phat). Hién nay van chua ¢o kinh nghiém ding thude nay & bénh nhan gan
AN :
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day co cly ghép than hoac nhitng bénh nhan suy thin giai doan cudi (do thanh thai creatinin
< 12 mL/phut).

Suy gan

Hién nay van chua c6 kinh nghiém ding thudc nay & hénh nhan suy gan ning vi vy khong
khuyén cdo dung olmesartan medoxomil & nhitng bénh nhan nay.

Ting kali huyét

Viée st dung thude co tac dung trén hé renin-angiotensin-aldosteron co thé gdy tiang kali
huyél.

Céc nguy co (c6 thé giy tir vong) tang cao ¢ ngudi cao tudi, bénh nhan suy than, bénh nhan
dai thao duong, nhiing bénh nhan duge diéu tri dong thoi véi nhitng thude cé thé gy ting
kali huyét va/hodic bénh nhan ¢ bién ching dé tai phat,

Cén xem xét trude khi dung déng thot nhing thube co tac dung trén hé renin-angiotensin-
aldosteron, tv sb gitta loi ich va nguy co ¢in duge danh gi4 vi cac bién phap thay thé can
duge xem xét, )

Cén xem xét cac yéu 6 nguy co chinh gay tang kali huyét:

- Dai thdo dudng, suy than, ngudi cao tudi (>70 tudi)

- Két hop 1 hodc nhiéu thudc téc dung trén hé renin-angiotensin-aldosteron hodc/va céac
thudc bd sung kali. Cac thude hodc cac phuong phap didu tri cé thé gy ting kali
huyét: mudi ¢6 chira kali, thube loi tiéu tiét kiém kali. trc ché enzym chuyén ddi, chen
thu thé angiotensin I1, thudc khéng viém khéng steroid (bao gdm ca tre ché trén COX-
2), heparin, suy giam mién dich nhu ciclosporin hoiic tacrolium, trimethoprim.

- Céc bién chimg hay tai phat, dic biét la sy mat nude, suy tim cip tinh, nhiém toan
chuyén hoa, suy chirc néng than, tinh trang cta than dot ngot trim lrong (nhu cac
bénh truyén nhiém), sy tiéu bao (nhu thiéu mau chi cép tinh ALL tiéu co van, chan
thuong kéo dai).

Lithi

Nhu cdc thude chen thu thé angiotensin 11, khong khuyén cdo ding déng thoi lithi va

olmesartan medoxomil.

Hep van dong mach chi va van hai 14, tic nghén co tim phi dai

Nhu v6i cac thude gian mach khéc, can dac biét than trong khi chi dinh dung thuée ¢ nhimg

bénh nhén bi hep dong mach chii hoac van hai 14, hoac bénh co tim phi dai tic nghén.

Tang aldosteron nguyén phit

Bénh nhén ting aldosteron nguyén phat ndi chung sé khong dép (mg véi thude ha ap ma co

ché hoat dong la e ché hé renin — angiotensin. Do do, khong khuyvén cdo diung thude &

nhitng bénh nhan nay

Bénh dwdng rudt giong bénh sprue (Sprue-like enteropathy)

Trong mdt vai treong hop nghiém trong, tiéu chdy man tinh véi viée sut can dang ké da dugc

bdo cdo trén nhitng bénh nhan sir ding olmesartan vai thang dén nhiéu nam sau khi bat dau

dung thude, nguyén nhén ¢6 thé do phan mg qua min tai chd xay ra mudn. Két qua sinh thiét

rudt ctia cac bénh nhan thudng phét hién ¢6 teo nhung mao rudt. Néu xudt hién nhing triéu

chimg nay trong qua trinh diéu tr bang olmesatan medoxomil, can ra sodt cac nguyén nhén

giy tiéu chay khéc va ngung st dung thube olmesatan medoxomil sau khi d loai trir dugc

cdc nguyén nhan khac. Trong trudng hop cac triéu chimg nay bién mat va Sprue-like
3
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enteropathy duge xac nhéan, khéng nén bét dau diéu tri lai véi olmesartan medoxomil.

Khac biét chung tjc

Nhur cac chat dbi khang angiotensin 11, tac dung lam ha huyét 4p cta olmesartan medoxomil

& nhiimg ngudi da den kém hon so véi nhimg ching tdc¢ ¢6 mau da khac, co thé do ti 1¢ nguoi

da den tiing huyét ap cé tinh trang renin-thip 12 cao hon nhém din ¢6 mau da khéc.

Khac

Nhu bét ki cdc thude ha huyét 4p khéae, giam huyét 4p qua mic & nhitng bénh nhin cé bénh

tim thiéu mau cuc bd hoac bénh mach mau nao thiéu mau cuc bo ¢o thé dan dén nhdi mau co

tim hay dot quy

Phong bé kép hé renin-angiotensin-aldosterone:

Da ¢6 bédo cdo cho th'c"iy viéc ding dong thoi thude tre ché enzym chuyén ddi, thude chen thu

thé angiotensin I hodc aliskiren lam ting cac nguy co ha huyét ap, ting kali huyét va suy

giam churc nang than (bao gbm ca suy than cp). Khong khuyén cdo dung dong thoi thube tre

ché enzym chuyén ddi, thudc chen thu thé angiotensin II hogc aliskiren dé phong bé kép hé

RAAS.

Néu phat dé nay duge coi 1a cn thiét, chi dugce st dung dudi sy gidm sat ctia bac sy va phai

theo doi chit ché chire nang thin, dién giai va huyét ap.

Thube e ché enzym chuyén d6i va chen thu thé angiotensin I khéng nén duoc ding déng

thoi o nhitng bénh nhan dai thao duong.

Lactose

San phdm ndy cé chira lactose. Nhitng bénh nhén c6 van dé di truvén hiém gap khong dung

nap galactose, thiéu hut Lapp — lactase hoac kém hip thu glucose — galactose khong nén ding

thube nay

7. St dung thude cho phu nir ¢6 thai va cho con bt

Str dung thube cho phu nir ¢é thai

Khong nén dung thude ddi khang angiotensin 11 trong thai ki. Trir khi viée dung thube da

duoc xem xét 13 can thiét, nhimg bénh nhan du dinh mang thai nén chuyén sang cac liéu phap

diéu tri ting huyét dp khac co di lidu an toan di duge chimg minh sit dung trong thai ki. Khi

duoc chuén doén mang thai, viée diéu tri voi thude chen thu thé angiotensin II nén ngimg va

nén bat dau véi mot phuong phép tri liéu thay thé thich hop.

B:;ng chimg dich té hoc lién quan dén nguy co gay quai thai sau khi tiép xtic voi cac chét e

ché ACE trong 3 thang déu tién cua thai ki hién van chua duoc két ludn. Tuy nhién khéng

nén loal trir sur gia tang nhe trong cac nguy co. Trong khi khong cé cac dir ligu dich té duoc

kiém chimg vé cdc nguy co vdi thude chen thy thé angiotensin 11, nhimg nguy co tuong tu ¢o

thé ton tai trong nhom thude nay.

Chat d6i khang angiotensin II dung trong 3 thang giita va cudi cha thai ki duoc biét I gay

ddc cho thai nhi (suy giam chirc nang than, thiéu 6i, cham hoa xuong hop so), gay doc ¢ tre

so sinh (suy than, ha huyét ap, tang kali mau). Néu phai ding chét déi khang angiotensin I tir

3 thang gitta cua thai ki tror di thi khuyén co cén kiém tra chitc nang than béng siéu am va

hép so ctia thai nhi. Tré so sinh c6 me ding chat déi khéng angiotensin II thi cin theo di

chat ché tinh trang ha ap.

Sir dung thudc cho phy nir cho con ba

Olmesartan c6 thé bai tiét qua sira ciia chudt nhung van chua biét viéc olmesartan c6 thé bai
4
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tiét qua stta me hay khong. Chura 6 thong tin v& viée dung olmesartan trong thoi ki cho con

bii. Khong khuyén céo ding olmesartan va cac bién phép diéu tr thay thé véi dir liéu an toan

da duoe thiél 1ap nén dugce diung thay thé mot céch thich hop, dac biét ddi voi tré so sinh hoac

sinh non.

8. Anh hwing cia thude 1én kha niing ldi xe, viin hanh may méc

C6 thé c6 anh hudng nhd hodc vira dén kha ning l4i xe va van hanh may madc. Chéng miit

hodic mét moi déi khi ¢é thé xay ra & bénh nhan dung liéu phap chéng ting huyét &p, co thé

lam suy giam kha nang phan tmg.

9. Tuwong tic, twong ky ciia thude

Twong tac

Anh hudéng ciia thube khdc Ién olmesartan medoxomil

Thuéc bé sung kali va thuée loi tiéu tiét kiém kali

Dua trén kinh nghiém dung cic thube khac anh huéng trén hé renin-angitensin, khi dung két

hop céc thude loi liéu tiét kidm kali, thude bo sung kali, mudi ¢o chira kali hoiic cic thude

khdc 1am ting néng do kali huyét (heparin) ¢ thé din dén tinh trang ting nong do kali huyét.

Vige dung két hop 12 khong khuyén céo.

Céc thude ha huyét dp khdc:

Hiéu qua ha huyét 4p cta olmesartan medoxomil ¢6 thé ting khi ding két hop véi cde thude

ha huyét ap khic.

Thube khang viém khéng steroid (NSAIDs)

NSAID (bao gbm acid acetylsalicylic liéu > 3g/ngay va chen COX-2) va thude chen thu thé

angiotensin 1 hoat dong két hop s& din dén viée giam dé loc ciu than. Viée sir dung dong

thoi NSAID va cic thude chen thy thé angiotensin II s& ddn t61 sy xuar hién cac nguy co cua

suy than cap. Khuyén cdo theo doi thuong xuyén chitc nang than khi bat ddu diéu tri ciing

nhu bd sung nude & bénh nhan.

Ngoai ra viée didu tri dong thoi co thé lam giam tac dung ha huyét ap cua thude chen thu thé

angiotensin II, din dén mat mét phan hiéu qua diéu tri.

Colesevelam — chdt gday dong acid mdt

Viéce dung dong thoi hai nhém thude nay s& dan dén viée giam su phoi nhidém toan thén, néng

o dinh ciia olmesartan medoxomil trong huyét twong va giam t1/2. Can xem xét khi chi dinh

olmesartan medoxomil it nhit 4 gid truée khi ding colesevelam hydrochlorid dé 1am giam

hi¢u qua tuong tac thude.

Cic két hop khdc:

Sau khi dung céc thudc khang acid (nhém hydroxid va magnes hydroxid), ¢é su giam nhe

sinh kha dung ctia olmesartan. Ding dong thoi wafarin va digoxin khong ¢ anh hudng vé

dugc ddng hoc cua olmesartan.

Céc dit 1iéu 1am sang d chi ra ring viéc phong bé kép hé RAAS thong qua su dung két hop

thudc tic ché enzym chuyén @i, thube chen thu thé angiotensin II hodc aliskiren ¢6 lién quan

dén viéc tang tin sd cdc téc dung khéng mong mudn nhu ha huyét ap, tang kali huyét va giam

chirc nang than (bao gdm suy than cap) so véi viée st dung don tri liéu nhém RAAS.

Anh huwong ciia olmesartan medoxomil trén cdc thubce khdc

Lithi

Gia tang (c6 hoi phue) ndng do lithi huyét thanh va ddc tinh da duge bdo cdo trong qua trinh
5
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ding dong thoi lithi véi e ché enzym chuyén doi angiotensin va véi chit ddi khéng
angiotensin II. Vi vy, khong khuyén cdo dung chung lithi va olmesartan medoxomil. Néu
cn thiét phai dang chung, phai theo d3i chit ché ndng do lithi huyét.

Viée ding két hop thube di duge nghién clru trong cac nghién ctru lam sang & ngudi tinh
nguyén khée manh bao gbm warlarin, digoxin, thubc khang acid (magnesi va nhém
hydroxid), hydrochlorothiazid va pravastatin. Khong cé tuong tac lam sang lién quan quan
sat dugce va dac biét olmesartan khong ¢6 anh hudng dang ké dén duoc dong va duge luc cua
warfarin hodc cua digoxin.

Olmesartan khong ¢o tac dung trc ché trén enzym cytochrom P450 1A1/2, 2A6, 2C8/9, 2C19,
2D6, 2E1 va 3A4 in vitro cia ngudi, khong co tac dung hay tac dung rat it trén hoat dong
cytochrom P450 cua chudt. Dy doan la khong co tuong tac lién quan trén ldm sang gitra
omelsartan v céc san phim thude duge chuyén hoa boi ede enzym cytochrom P450.

Twong ky,

Do khong c6 cc nghién ctru vé tinh tuong ky ctia thude, khong tron 1dn thube nay véi céc
thube khéc. '

10. Tac dung khéng mong mudn ciia thube

Céc tac dung khéng mong muén thuong gap duoc bdo cdo trong subt qua trinh didu tri véi
olmesartan medoxomil 12 nhirc dau (7,7%), xuét hién tridu chung nhu cam (4.0%) va chéng
mat (3,7%).

Trong cac nghién ciru kiém soat placcbo don tri ligu, tac dung khong mong mudn duy nhét
cua thude 1o rang nhét 1a chong mit (2.5% olmesartan va 0,9% placebo).

Ty 1é mac cdc tac dung khong mong muén khic cling cao hon so voi placebo nhu ting
triglycerid huyét (2,0% so voi 1,1%) va tang creatin phosphokinase (1,3% ¢ olmesartan so
véi 0,7% o placebo).

Danh sich cic tic dung khéng mong muon:

Tac dung khéng mong mudn trong cic thir nghiém lam sang. cic nghién ctru tinh an toan khi
lwu hanh san phdm va céc bao cdo tu phét duoc tng hop theo bang dudi ddy:

Rét thuemg gdip (>1/10)

Thudng gap (>1/100 dén <1/10)

it gap (=1 /1.000 d&én <1/100)

Hiém gap (>1/10.000 dén <1/1.000)

Rét hiém gaip (<1/10.000)

Hé co quan T4c dung khéng mong mudn Tan suat gip phai
R&i loan mau va hé bach huyét Giam tiéu ciu It gidp
Phan g phan v¢é it gap
) . Tang triglycerid huyét Thuong gip
RO1 loan hé mién dich - -
Tang acid uric huyét Thuong gap
Tang kali huyét Hiém gip
R6i loan hé than kinh Chéng mat Thuong gap
. 6
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Nhitc dau Thuong gap
Réi loan tai va mé dao Chong maét it gap
Réi loan tim Pau that nguc It gap

R0i loan mach

Rbi loan hé hd hap, long nguc va
trung that

R6i loan hé tiéu hoa

Ha huyét ap Hiém gap
Viém phoi Thuong gap
Viém hong  Thuomg gap

Ho

Thuong gap

Viém muii

Thuomg gap

Viém da day — rudt

Thuong gap

Pau bung

Thudng gip

Budn nén

Thuong gap

Kho tiéu

Thudng gap

Non

Thudmg gap

Bénh rudt gidong bénh spruc

Rét hiém gip

Ro61 loan da va mo dudi da

Ngoai ban it gap
Viém da dj ing it gap
May day it edp
Phat ban ft giip
Ngira It gap
Phu mach Hiém giip

R61 loan co xuromg va mé lién ket

Viém khép

Thuémg gép

Pau lung Thudng gap
Pau xuong Thudng gép
Dau co it gap

Yéu co [iém gap

Ro1 loan thén va tiet niéu

Tiéu ra mau

Thuong gap

Nhiém khuan dudng tiéu

Thudng gip

Suy théan cédp

R61 loan chirc nang than

Hi¢m gép

Hiém gap

Roi loan chung

Dau

Thuong gép

Pau ngue

Thuong gap
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Phu ngoai bién Thuong gap
Triéu ching giéng cim Thuong gép
M¢Et moi Thudmg gép
Phu mach it gap
Suy nhuge It géip
Kho chiu it g%) -
Hoén mé Hiém gap
Tang enzym gan Thuong gap
Tang ure huyéT _ Thuong gap_
Cac xét nghiém Tang creatinin  phosphokinase |, | »
huyét I'huong gép
Tang creatinin huyét Hiém gap

Vai truong hop globin ni¢u kich phat da duge bao céo khi dung chen thu thé aﬁgiotensih II
Thong tin trén nhom dan sO dic biét:

O nhimg ngudi cao tudi. ¢6 su tang nhe tan sudt ha huyét ap, tir hiém gap dén it gap.

11. Qua liéu va cich xir tri

Céc thong tin c6 sin vé viée qua liéu & ngudi con gi¢i han. Hau hét anh huomg cua qua liéu 12
ha huyét &p. Trong céc bién chimg cta qua liéu, bénh nhan nén duge theo ddi can thin va
bénh nhéan nén duge diéu tri hd trg va diu tri tridu ching.

Chua 6 thong tin li¢u olmesartan ¢6 thé tham tich dugc hay khong.

12. Pic tinh dwoe lue

Nhém duge I: Thube d6i khing angiotensin 11

Ma ATC: CO9CAO08

Olmesartan medoxomil 1a mét chét chen thu thé angiotensin II chon loc, ¢6 hoat tinh duong
udng (type I). Thudc te ché tat ca tac dong cua angiotensin 11 théng qua trung gian thy thé
AT1, bat ké ngudn gde hodc con dudmg tdng hop angiotensin II. Tac dung ddi khang ¢6 chon
loc thu thé angiotensin IT (AT1) béi olmesartan lam gia tang renin trong huyét tuong va ndng

do angiotensin I, II; lam giam néong do aldosteron trong huyét tuong.

Angiotensin I 1a hormon vén mach chinh ctia hé renin-angiotensin, ¢ vai trdé quan trong
trong sinh 1y bénh huyét ép thong qua thu thé AT1.

13. Dic tinh dwoc djng

Hap thu va chuyén hoa

Olmesartan medoxomil 14 mot tién chit. N6 duge bién ddi nhanh chong dé chuyén thanh
dang ¢6 hoat tinh duge ly, olmesartan, boi esterase ¢ niém mac rudt va trong mau trong
sudt qua trinh hép thu qua dudng tiéu hoa.

Khong tim thiy olmesartan medoxomil dd duoc chuyén hoa hodc mot nita chudi phu
medoxomil trong huyét twong hodc phan. Sinh kha dung tuyét ddi trung binh cua
olmesartan khi udng 12 25,6%.
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Olmesartan dat Cpay trong vong 2 gio sau khi uéng, néng do trong huyét tuong olmesartan
tang xép xi tuyén tinh khi tang liéu ubng duy nhét 1én dén khoang 80 mg.

Thire an ¢6 téc dung t6i thiéu trén sinh kha dung cua olmesartan va do dé olmesartan
medoxomil ¢ thé dung cung véi thire an hay khong.

Hién chua thay ¢6 mdi quan hé lam sang gilta gidi tinh va sy khac nhau trén duoc dong
hoc ctia olmesartan.

Olmesartan lién két manh véi protein huyét twong (99,7%), nhung kha ning bj diy ra khéi
lién két v6i protein huvét twong cia olmesartan boi cac thube khac duoc st dung déng thoi
¢6 su lién két manh véi protein huyét twong trén lam sang 1a thép (thiéu cac tuong tac lam
sang quan trong gitta wafarin va olmesartan). Sy lién két gitra olmesartan va cac té bao mau
1a khong ddng ké. Thé tich phéan b trung binh sau khi tiém tinh mach la thap (16-29 L).
Phan b va thai trir

D6 thanh thai huyét tuong toan phan cia olmesartan 1a 1,3 L/gio (CV 19%) va twong dbi
cham khi so sanh téc do mau chay trong gan (90 L/gid). Sau khi udng liéu duy nhét
olmesartan medoxomil dugc danh déu carbon '*C, 10 — 16% lugng cac chat danh diu
phéng xa duge bai tiét trong nude tidu (phan 16n trong vong 24 gid). phan con lai cta
lwong chét déanh déu phéng xa duoc phuc hdi va dao thai qua phan. Luong omelsartan
duge hdp thu s& bai tiét qua than (40%) va qua gan — mat (60%). Tét ca luong chit ddnh
dau phong xa duoc hdi phuc — duge xé4c dinh 12 olmesartan. Khéng ¢6 chét chuyén hoa
quan trong nao duge phat hién. Tudn hoan gan — rudt clia olmesartan 1a toi thiéu.

Do ¢6 1 lugng lon olmesartan dugce dao thai qua dudng mat, chéng chi dinh st dung thube
nay ¢ b¢nh nhan tic mét

Thoi gian bén thai pha cudi cua olmesartan thay doi tir 10 — 15 gio sau khi uéng nhiéu

lidu. Trang tha on dinh dat duoc sau vai lidu ddu tién va khong cd tich liy thém — duoc
tht_\‘ 0 sau 14 ngay dung liéu lap lai. D6 thanh thai cua thdn 1a khoang 0,5 — 0.7 L/gid va
khong phu thude vao licu dung

Dwge dong hoc o cac dbi twgng diic biét

Tré em

Duge dong hoce cua olmesartan duge nghién ciru ¢ tré em tang huyét ap tudi tir 1 dén 16 tudi.
Sur thai trir cua olmesartan & tré em la tuong tu voi su thai trir & nguoi trudng thanh khi duge
didu chinh theo khéi lugng co thé.

Khéng ¢6 thong tin duge dong hoc co san & tré em bi suy théan.

Nguoi cao tubi (> 63 tudi)

O nhimg bénh nhén ting huvét 4p, AUC cua olmesartan & trang thai 6n dinh tang 35% & bénh
nhan cao tudi (65 — 75 tudi) va 44% & bénh nhéan tudi rat cao (> 75 tudi) khi so véi cdc nhom
tudi tré hon. Didu nay c6 lién quan mdt phan dén viéc lam giam chitc nang than cta nhing
bénh nhan nay.

Suy than

O bénh nhan suy than, AUC cua olmesartan & trang thai 6n dinh ting 62%, 82% va 179% &
bénh nhan suy than nhe, vira va nang. theo tha ty twong tng khi so véi nguoi khoe manh.

Suy gan
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Sau khi ubng lidu duy nhit. gia tri AUC cao hon 6% va 65% ¢ nguoi suy gan nhe va vira,
theo thir tu twong Umg khi so sanh v&i nhom khoe manh. Nhimg phin khong lién két véi
olmesartan tai thoi diém 2 git sau khi uéng & ngudi khoe manh, bénh nhén suy gan nhe va &
bénh nhén suy gan trung binh 1 0,26%; 0,34% va 0,41%, theo thir tu tuong Ung.

Sau khi bénh nhan suy gan trung binh ubng li¢u lap lai, thi AUC trung binh ctia olmesartan
cao hon 65% so v&i nhém khoe manh. Gia tri Cpax trung binh tuong tu nhu nhau ¢ ngudi suy
gan va khde manh. Olmesartan medoxomil chua duge danh gia ¢ bénh nhén suy gan nang

14. Quy cach dong goi: Hop 3 vi x 10 vién.

15. Diéu kién bio quin, han dung, ti¢u chuiin chit lwong cia thube

Bio quin: Bao quan dudi 30°C, tranh anh sang.

Han dung: 24 thiang ké tir ngay san xudt.

Tiéu chufin: TCCS.

16. Tén, dia chi co sé san xuit thude

ALEMBIC PHARMACEUTICALS LIMITED

(Formulation Division) At & Po: Panelav, Tal — Halol, Dist: Panchmahal, An Db.




