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Ry Thubic ban theo don

AMESARTIL® 300
Irbesartan 300 mg
Vién nén
THAm;I' PHQH MOI men chia:
HOBEGAL, v |
Irbesarv\an AT f? ..300 mg

Td &Ysic'\ceumt:se/ :xz:i; Tlnh thé PH 102 tmh bot tién hd hoa, lactose monohydrat, croscarmellose

natri, poloxarner 188 silic oxyd dang keo khan, magnesi stearat.

MO TA SAN PHAM.

Vién nén, hinh thudn dai, mau trdng hay tring nga, canh va thanh vién lanh 13n

DUOC LUC HOC:

Irbesartan 1& mot thudc doi khdng chon loc trén thu thé angiotensin-1l (phan nhém AT1) dung

duding uéng. Thudc tic ché hoat dong chia angiotensin-Il qua trung gian thu thé AT:. D&i khéng

chon loc trén thu thé ATy cla irbesartan gy tdng néng do renin va angiotensin-1l va giam nong

do aldosteron huyét thanh. Néng do kali huy&t thanh khong bi anh hudng ¥ nghia boi irbesartan

dung don ddc véi lifu khuy€n céo. Irbesartan khong Gc ché enzym ACE kininase-Il, day la enzym

gillp tao ra angiotensin-1l va cling gdy thodi giang bradykinin thanh chat chuyén hoa bt hoat.

Tac dung dinh ha huyét ap cla irbesartan dat dugc trong vong 3-6 gio va hiéu qud ha huyét ap

duy tri t8i thiéu 24 gio. Tac dung ha huyét dp clia irbesartan cOng luc véi lgi tiéu thiazid. O bénh

nhin khong kiém soat dugc huy€t ap vdi irbesartan don lidu phép, phdi hop vdi hydroclorothiazid

liéu thdp sé lam gidm huyét &p hon niia. Hiéu qué cla irbesartan khong bi &nh huéng boi tudi va

gidi.

DUGC BONG HOC:

- Hép thu: Sau khi udng, irbesartan dugc hdp thu t6t, sinh kha dung khoang 60-80%. Thiic dn
khéng anh hudng dén sinh khad dung cla thudc.

- Phan b6: T 1& gdn vGi protein huy@t tuong khodng 96% va it gan két vai cac thanh phan t&

bao clla mau.

- Chuyén hod: Irbesartan dugc chuyén hoa tai gan biing glucuronic lién hgp va oxy hoa. Chét
chuyén héa chinh luu théng trong méu 1a irbesartan glucuronic (khoang 6%). Irbesartan bj oxy
héa chi y&u béi enzym cytochrom P450 CYP2C9. Isoenzym CYP3A4 it ¢ téc dung.

- Thdi trir: Irbesartan va cac chat chuyén hoa dugc thai qua mat va than. Thoi gian ban hly
cudi clng la 11-15 gid. Tinh trang déu on dinh sau 3 ngay, véi liéu ding irbesartan ngay 1
lan.

CHi DINH:

Amesartil® 300 dugc chi dinh:

- Diéu tri ting huy&t dp nguyén phat (ding don ligu phap hay phdi hgp véi cdc thube tri ting
huyét ap khac).

- Diéu tri bénh Iy thdn & bénh nhin dai thdo duding typ 2 co tang huyét ap.

CACH DUNG - LIEU DUNG:

Khuy€n céo sU dung dang bao ché& c6 ham lugng thich hop (irbesartan 75 mg hay irbesartan

150 mg) vdi céc liéu dung dudi 300 mg.

Liu khai ddu va duy tri thuoing dugc khuy@n cdo la udng 150 mg/1 lan/ngay, trong hodc ngoai

blia &n. Irbesartan & lifu 150 mg/1 lan/ngdy thuong ki€ém soat huy€t 4p trong 24 gid t6t hon liéu
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75 mg. Tuy nhién, nén cin nhidc diéu tri khoi ddu v6i li€u 75 mg, ddc bigt d6i véi bénh nhén

dang chay thdn nhan tao va nhiing bénh nhan trén 75 tudi.

Nhiing b&nh nhdn ma huy8t 4p khong kiém sodt duoc & lifu 150 mg/1 lan/ngay, thi co thé ting

liéu irbesartan 1&n 300 mg, hodc dung k&t hop thém véi thubc diéu tri ting huyét ap khéc. Dic

biét khi k&t hop v6i thudc loi ti€u nhu hydroclorothiazid da cho thdy lam ting tic dung cla
irbesartan.

Ddi v6i nhitng b&nh nhan ddi thdo dubng typ 2 c6 tang huyét dp, nén khdi diu véi liéu irbesartan

150 mg/1 I4n/ngay va diéu chinh 1&n d&n 300 mg/1 lAn/ngay nhu 1a li€u duy tri trong diéu tri

bénh Iy than.

Suy thdn: Khong can phdi diéu chinh liéu. Nén dung liéu khdi ddu thdp (75mg) doi véi nhiing

bénh nhan dang chay thdn nhan tao.

Suy gan: Khong can diéu chinh liéu dbi v6i bénh nhan suy gan nhe va trung binh. Chua cé kinh

nghiém 1&m sang ddi vGi bénh nhén bi suy gan nang.

Ngudi gia: Nén diéu trj voi liu khdi ddu 1a 75 mg d6i v6i bénh nhan trén 75 tudi.

Tré em: Khong khuyén cdo dung irbesartan cho tré em va tré vi thanh nién vi thiéu dir liéu vé

tinh an toan va hiéu qua.

CHONG CHi DINH:

- Qua mén v6i irbesartan hodc vGi bat ci td dugc nao cla thudc.

- Phu ni c6 thai.

LUU Y VA THAN TRONG:

- Gidm thé tich néi mach: Ha huy&t 4p triéu ching, nhat 1a sau khi udng liéu ddu tién, co thé
xay ra & nhiing bénh nhan bi gidm thé tich va/hodic gidm ion natri do dung liéu phap lgi tiéu
manh, dn kiéng han ch& mudi, tiéu chdy hodc ndn mia. Nhitng trubng hop nhu vay cén diéu
chinh truéc khi bat d4u tri liéu vdi irbesartan.

- Tdng huyét ép do mach mdu than: C6 nguy co gia ting tinh trang huy8t 4p qua mic va suy
thdn khi b&nh nhan bj hep dong mach than hai bén hodc hep déng mach cla mot than chic
ning duoc diéu tri véi cc thudc cd tdc dong I&n hé théng renin-angiotensin-aldosteron.

- Suy than va ghép thin: Khi dung irbesartan cho nhiing bénh nhdn suy than, can theo doi
dinh ky néng do kali, creatinin huy@t thanh. Chua c6 kinh nghiém lién quan dén viéc dung
irbesartan cho nhiing bénh nhan méi ghép than.

- Tang kali huyét: Cling nhu céc thudc tac dong trén hé renin-angiotensin-aldosteron, ting kali
mdu cd thé xay ra khi diéu tri irbesartan, ddc biét khi c6 suy than, protein niéu do bénh than
tifu dudng va/hodc suy tim.

- Lithi: kndng nén phdi hap lithi vGi irbesartan.

- Chung hep van 2 Id va hep van déng mach chiu, bénh cd tim phi dai tic nghén: Nhu cac
thudc gdy gidn mach khéc, ddc biét thdn trong ddi v6i nhiing bénh nhan bi chiing hep van 2
l& hodc hep van ddng mach chil, hodc bi bénh co tim phi dai tic ngh&n.

- Tang aldosteron nquyén phat: Knéng khuy&n céo dung irbesartan.

- Thudc nay co chia lactose. BEnh nhdn cdc co van dé vé di truyén khong dung nap galactose,
thi€u hut enzym Lapp lactase hodc khong hdp thu glucose-galactose thi khong nén ding thudc
nay.

- Phu nif cd thai va cho con bi: Chéng chi dinh.

- Tac ddong cta thudec khi 1di xe va van hanh may méc: Khong co nghién ciu vé dnh hudng
clia thudc 1én kha ndng ldi xe va van hanh mdy maoc. Nhung dua trén cdc tinh chat duge luc
hoc, irbesartan dudng nhu khéng anh hung dén kha ning nay. Bénh nhan cdn than trong khi

.m/z



“https://ftrungtamthuoc.com/

l&i xe hodc van hanh may moc do mot s6 tac dung phu (Chéng mat, nhiic ddu va ha huyét
ap thé ding, mét moi) cé thé xay ra trong thoi gian diéu tri.

TAC DUNG KHONG MONG MUON

Thuong gap, 1/100 < ADR < 1/10

Hé thdn kinh: Chong mat, chong mat khi ding déy.

Mach mau: Ha huy8t dp thé ding.

Tigu hoa: Budn ndn / non.

Co xuong va mo lién k&t Pau ca xuong.

Toan than: Mét moi

t gap (1/1000 < ADR < 1/100)

Tim: Nhip tim nhanh

Mach méu: Bd bling

HB hdp, nguc va trung that: Ho

Tigu hoa: Tiéu chay, rdi loan tiéu hoa / ¢ néng

Gan mat: Vang da

Hé sinh s&n va tuyén va: Rdi loan chifc ndng tinh duc

Toan théan: Pau nguc

Khéng ré (khéng Udc tinh dugc dua trén nhiing dd liéu hign co)

Hé mién dich: Phan Gng qué man nhu phi mach, phat ban, néi mé day.

Chuyén hoa va dinh duing: Tdng kali m4u

Hé than kinh: Chdng mét, nhic dau

Tai va tai trong; U tai

Tiéu ho6a: Loan vi giac

Gan mat: Viém gan, chiic ndng gan bat thuting

Da va md dudi da: Viem mach qua man.

Co xuong va md lign k&t: Pau khép, dau co (trong mot sO trudng hop kém theo tdng ndng do
creatin kinase huy&t tuong), chudt rat ¢ bdp.

Than va tigt niéu: Chic ndng than suy gidm k& ca trudng hop suy thdn & nhiing bénh nhan co
nguy cd.

Théng bdo cho bac si nhiing tac dung phu khéng mong muén gap phai khi si dung thuée.
TUONG TAC THUGC:

Thuée lgi ti€u va cdc thudt tri ting huyét dp khdc: Céc thudc tri ting huyét dp khdc co thé lam
ting tac dong ha huy8t ap cla irbesartan; tuy nhién irbesartan cé thé phdi hop an toan véi céc
thudc tri cao huyét ap khac, nhu thudc chen béta, thudc chen kénh canxi tic dung kéo dai va
thudc Igi ti€u nhom thiazid. Khi trusc d6 da diéu tri v6i thudc loi tiéu lidu cao c6 thé din dén su
giam thé tich mau va nguy co tut huyét &p dé& xdy ra khi bat dau diéu tri véi irbesartan.

Thubc cd chua aliskiren hodc chat tic ché ACE: Su Gc ch8 ddi hé renin — angiotensin —
aldosteron (RAAS) khi sir dung k&t hgp chét (ic ché ACE vdi chét (c ché thu thé angiotensin
[l hodc aliskiren 1a lién quan dén su gia ting mot s6 phan Gng bat Igi nhu ha huy@t ap, tang
kali huy&t va gidm chiic ndng than (gém ca suy than c&p) so véi khi slf dung tdc nhén tic
dong dan trén RAAS.

C4c thudc bé sung kali va Igi tiéu gid kali: Dung dbng thai irbesartan v6i cdc thudc Ioi tiéu
gil kali, cac ché phdm bd sung kali, cic mudi thay thé& c6 chiia kali hodc céc thudc khac co
thé 1am tdng ndng do kali huyét thanh (nhu 1a heparin), do vdy khdng nén dung chung.
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- Lithi: Khi dung d6ng thdi lithi véi cac thudc Gc ché enzym chuyén angiotensin s& lam gia ting
¢ hdi phuc ndng do huyt thanh va ddc tinh lithi. Vi thé, khong khuyén céo viéc két hgp nay.
NéEu su két hop trén 1a cn thiét, cdn theo doi can than nong do lithi huyét.

- Cdc thudc khdng viém khéng steroid: Tac dung diéu tri ting huyét ap cla irbesartan c6 thé bj
giam di khi dung ddng thdi véi thubc khang viéem khong steroid.

Nhu véi chat ic ché ACE, st dung déng thoi cdc chdt dbi khang angiotensin Il véi cac NSAID
c6 thé gay ting nguy cd 1am chiic ning than xau hon (c6 thé gdm suy than c4p) va ting kali
huy&t tuong, ddc biét & nhitng bénh nhan c6 chiic nang thdn kém. Nén cdn than khi sif dung
két hop cac thusc ndy, dic biét & ngudi cao tudi. Bénh nhan nén dugc bl nudc ddy di va nén
dugc kifm sodt chitc ndng than sau khi bdt ddu diéu tri k&t hop va ti€p tuc kiém soét dinh ky.

- Théng tin thém vé tuong tic thubc cua irbesartan: Trong cac nghién clu trén lam sang, dugc
dong hoc cha irbesartan khéng bj dnh hubng bdi hydroclorothiazid. Irbesartan chuy&n héa chil
y&u bdi CYP2CS va mot lugng nhd hon dugc chuyén héa bdng glucuronic lién hgp. Tuong tac
vé dugc dong hoc hay dudc luc hoc khong cd y nghia da dugc theo ddi khi két hgp irbesartan
va warfarin, mét thuc dugc chuyén héa bdi CYP2C9. Tac dong clia cic chadt cam (ng
CYP2C9 nhu rifampicin trén dugec dong hoc cla irbesartan chua dugc ddnh gid. Dugc dong
hoc clia digoxin khong bj thay d6i khi dung k&t hop véi irbesartan.

QUA LIEU VA XU TRI:
Kinh nghiém cho thdy nhiing ngudi trubng thanh dung liéu t6i 900 mg irbesartan/ngay trong 8
tudn khang gdy ngd doc. Nhiing biéu hién c6 thé dugc nght 1a do qua liéu 1a tut huyét 4p va nhip
tim nhanh. Nhip tim cham cing c6 thé xay ra khi qué liéu. Chua c6 théng tin ddc hiéu vé diéu tri
qua liéu irbesartan. B&nh nhén cn dugc theo ddi chit ché, dugc diéu tri tridu ching va diéu tri hd
tro 1a cdn thiét. Diéu tri qua liéu bao gdm gdy ndn va/hodc rifa da day. Than hoat c6 thé dugc st
dung trong diéu tri qud liéu. Irbesartan khong bj loai trir bGi loc mau.

TRINH BAY:

Hop 3 vi x 10 vién nén.

BAO QUAN: § nhiét do dudi 30°C, noi khd rdo, tranh 4nh sang.

HAN DUNG: 36 thang ké tii ngay sén xuat. Knong ding thudc khi qua han sl dung.

NGAY XET LAI TG HUGNG DAN SU DUNG:

BE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi BINH |
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI NS

Nha sdn xuat: W /s
A, AT
E-? . 2

o
o A . |
5

&

£ -~
1 &
™

CONG TY CO PHAN DUGC PHAM OPV
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