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Cormposition:

Each film-coated tablet contains:

Irbesartan 300mg.

Indications, Contra-indications, Posology and

Administration, Precautions and Warnings:
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pl see package insert.
Storage: store below 30°C.
KEEP OUT OF THE REACH OF CHILDREN.
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Rx-Thuéc ké don

Lisbosartan
Film-coated Tablets

Irbesartan ELTTREL

Oral Use
4 blisters x 7 tablets
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San xuat boi:

West Pharma — Producoes de Especialidades
Farmaceuticas, S.A. (Fab. Venda Nova)

Rua Joao de Deus, no 11, Venda Nova,
2700-486 Amadora - Portugal (Bo Bao Nha)

e,

SBK: VN-2000-XX.

Hoat chét: Irbesartan 300mg/vién.
Quy cach dang goi: Hop 4 vix 7 vién
nén bao phim

NSX, HD, S i6 SX xem "Mfg. Date",
“Exp. Date", "Batch No" trén bao bi
Béo quan duwdi 30°C.

Chi dinh, chéing chi dinh, cach ding,
libu dung, tac dyng khéng mong
mubn va cac du hidu can vy ¥
xem tong t& huéng din siv dung.
Cac théng tin khac d& nghi xem
trong t& huéng din si dung kém
theo.

Dé xa tim tay tré em.

Boc ki hwong din siF dung trudre
khi dung.
DNMNE: 20O

iim-coated Tablets
Irbesartan ELTEE]

4 blisters x 7 tablets

Oral Use
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Doc &y huong déin si dung truée khi diing. Néu can thém théng tin xin héi y kién bdc sj. Dé
thubc ngoai tam tay tré em. Thudc nay chi diing theo don ciia bdc sj.

LISBOSARTAN

Vién nén bao phim

Thanh phén:
Mdi vién c6 chira:
- Hoat chat:
Lisbosartan 150 mg: Irbesartan 150 mg
Lisbosartan 300 mg: Irbesartan 300 mg
- Ta duorc:
L&i vién: Lactose monohydrat, Microcrystalin celulose, Croscarmelose natri, Hypromplhse )
Coloidal silica khan, Magié stearat. UV
Bao phim: Opadry Il 32F28553 tring bao gom: Lactose monohydrat, Titan dioxid, Hypromelose,
Macrogol 3350.

Chi dinh:

Diéu tri tang huyét 4p tién phat.

Diéu tri bénh than & bénh nhan dai thao dudng tuyp 2 bi ting huyét ap, 1a thanh phan cua phac db
diéu tri ting huyét dp (xem muc Dic tinh dugc luc hoc)

Lidu lr.rorng va cich dlng:

Liéu khuyén nghi thong thuong khdi dau va duy tri 13 150 mg ngay mot lan, khong lién quan bira
an. Lisbosartan 150 mg ngay mét ldn thudng tao duoc su kiém soat huyét ap hiéu qua hon liéu 75
mg. Tuy nhién, ¢6 thé can nhic diéu tri khoi ddu véi lidu 75 mg, ddc biét & bénh nhan chay than
nhén tao va ngudi trén 75 tudi.

C6 thé tang liéu Lisbosartan lén 300 mg, hay ding thém nhiing thudc tri tang huyét 4p khac &
bénh nhan khéng kiém soat dugc huyét ap véi lidu 150 mg. Pic biét viéc dang thém 1 thubc loi
tiéu nhu hydrochlorothiazide lam tang thém tac dung cia Lisbosartan (xem muc Tuong tic véi
céc thude khac va nhiing hinh thirc tuong tac khéc)

O bénh nhan dai thao dudng tuyp 2 bi ting huyét ap, nén khoi ddu diéu tri vdi irbesartan 150 mg
ngay mdt lan va diéu chinh liéu dén 300 mg ngay mdt lan nhu 1a liéu duy tri trong diéu trj bénh
than. Su ching to loi ich cua Lisbosartan ddi véi than & bénh nhén dai thao duong tuyp 2 duogc
dua trén nhirng nghién ciru dung irbesartan, ngoai nhiing thudc tri tang huyét ap khac, khi can, dé
dat dén huyét ap muc ti€u (xem muc Déc tinh duoc lyc hoc).

Suv than: khong cin diéu chinh liéu & bénh nhén suy than. Nén c¢an nhéc lidu khoi déu thap hon
(75mg) & bénh nhin dang chay thdn nhan tao (xem muc Canh bao va than trong dic biét khi
ding).

Suy gan: Khong cén diéu chinh liéu & bénh nhan suy gan nhe dén trung binh. Chua cé kinh

HM_Q@_U_(SI_ thuong khong cén diéu chinh lidu & bénh nhan ¢ Lm'o.xq, tuqu\h;\eu nén dung liéu
khm dau ?Smg & ngus 0: trén 75 tum (xem myc Canh bao va tha ’" ng da ;

an toan va hteu qua. (xem muc Tac dung khéng mong mudn, t—j tlﬂhrdu;oeqlqc I}Qf va Dac tinh
dugc dong hoc). A O

s
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Chéng chi dinh: ,
Qua man voi hoat chét, hay bat ky ta dugc. Ba théng giira va cudi thai ky (xem muc Nhirng canh
bdo va than trong dac biét khi dung va Thai ky va cho con bi1)

Cinh bio va thin trong dic biét khi diung:

Giam thé tich ndi mach: ha huyét ap ¢ triéu ching, nhét 12 sau lieu dau tién, c6 thé xay ra & bénh
nhan bi giam thé tich vi/hay ha natri do thudc loi tiéu manh, kiéng an mubi, tiéu chay hay nén 6i.

Nén diéu chinh nhiing tinh trang nay trudc khi ding Lisbosartan.

Tang huyét 4p mach mau thén: Tang nguy co ha huyel ap nang va suy than khi bénh nhan bi hep
dong mach thdn hai bén hodc he¢p dong mach than d6i v6i mot than con chirc ning ma duge diéu
tri bing nhing thudc tac dong lén hé renin-angiotensin-aldosterone. Khong ghi nhan nguy co nay
khi dung Lisbosartan, nhung ¢6 thé tién doan tac dung tuong tu nhu vay xdy ra khi dung thudc
dbi véan thy thé angiotensin 11.

Suy than va ghép than: Khuyén cdo theo ddi dinh ky ndng d¢ kali va creatlﬁlhe khi dung
Lisbosartan cho bénh nhan suy than. Khong c6 kinh nghiém lam sang nao cqé 1V|ec dung
Lisbosartan ¢ nguoi maéi ghép than.

Bénh nhén ting huyét 4p bi dai thao dvong tuyp 2 va bénh than: Trong phin tich nghién ciru
duoc tién hanh & bénh nhan suy than nang, nhung tac dung cua irbesartan |én cc bién ¢d than va
tim mach thi khéng dong nhét trong tit ca céc phin nhom; nhimg téc dung ndy kém hon & phu nii
va ngudi da mau (xem muc Pic tinh duoc luc hoc).

Tang kali mau; gidng nhu cac thude khac tac dong |én hé renin-angiotensin-aldosterone, tang kali
mau co thé xay ra khi diéu tri bing Lisbosartan, nhit 13 khi ¢6 suy than, dam ni¢u dai thé do bénh
than dai thao duong, va/hodc suy tim. Khuyén cdo theo dsi ky kali mau & bénh nhan c¢6 nguy co
(xem muc Tuong tac véi cac thude khac va cac dang tuong téc khac).

Lithium: khong khuyén cdo ding két hop lithium va Lisbosartan ( xem muc Tuong tic voi céc
thude khéc va cic dang tuong tac khac).

Hep van ddng mach chi va van hai l4. bénh Iy co tim phi dai do tic nghén: gidng nhir cac thude
din mach khac, can than trong d?c biét khi ding & bénh nhan bi hep van dong mach chu va van
hai l4, bénh ly co tim phi dai do tac nghén.

Cudng aldosterone tién phat: bénh nhan bi cudng aldosterone tién _phat nhin chung s& khong dap
(g vdi cac thudc tri tang huyét ap tic dung thong qua su trc ché hé renin-angiotensin. Vi vy,
khong khuycn cao dung Lisbosartan.

Téng quan: & bénh nhén ¢6 truong luc mach mau va chirc ning than phu thude chi yéu véo hoat
tinh cua h¢ renin-angiotensin-aldosterone (vi du: bénh nhan suy tim sung_ huyét ning hay bénh
thdn co bdn, bao gdom hep dong mach thén), viéc diéu tri véi thubc tc ché men chuyen hay di
vin thy thé angiotensin Il déu géy ha huyét 4 ap cap, tang uré mau, thiu niéu, hay hiém gap 12 suy
than cép.

Gidng nhu bat ky thudc tri tang huyet ap néo, viéc ha huyet ap qua mirc & bénh nhan thiéu mau
co tim hay bénh tim mach do thiéu mau ¢ thé din dén nhdi mau co tim hay dot quy.

Gibng nhu céc thude e ché men chu_yen irbesartan va nhiing thudc ddiyvin angnotensm khac co6
tac dung kém hon trong viéc ha huyét ap & nguoi da den, ¢o 18 dﬂﬁdﬁ\reﬁm lhap (xem muc
Dic tinh duoc luc hoc) /o o\

Thai k¥: Khéng nén dung thude ddi van thy thé angiotensin [1 (11 a),tlgzng thm:} Bénh nhéan

du dinh mang thai nén chuyén sang thudc tri ting huyét ap khag ¢ d@ﬁymz}ﬂ da khang dinh, trir
khi bt bude phai lICP tuc dung AIIRAs. Ngung AlIRAs ngay ‘L‘b c6 thai, va néu co
thé, chuyén sang thudc khic (xem muc Chéng chi dinh va Thai k 33 Sur utdo s ):

Lactose: Lisbosartan chira lactose. Bénh nhan véi nhiing roi Ioan"d’gng 3p galéctose di truyen

hiém gap, thiéu men lactase Lapp hay rdi loan hdp thu glucose-galactose Khong nén ding thude
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nay.

Bénh nhi: da cé nghién ciu dung irbesartan & nhom tir 6 — 16 tudi, nhung hién tai chua du dir liu
hd trg cho viéc diing rong ri cho bénh nhi (xem muc Céc tic dung khéng mong mudn, Dic tinh
duge luc hoc va Dic tinh duge ddng hoc).

Suy gan: sir dung thube thin trong cho bénh nhan suy gan nhe dén trung binh. Do chua ¢6 kinh
nghiém lam sing ¢ bénh nhan suy gan nang, khuyén cdo khong nén sir dung cho bénh nhén suy
ganning.

Ngudi cao tudi: ngudi cao tudi ¢d nguy co mic cac bénh vé gan, than, chic nang tim mach, co
thé ¢6 thém cac bénh khic va/hoic dong thoi dang dugc diéu tri boi cac thube khéc. Do vay
khuyén cdo sir dung thude than trong cho ngudi cao tudi.

Twong tac vai cic Ihuoc khic va nhimg dang tuong tac khac:

Nhing thudc loi tidu va ha huyét 4p khac: cac thude tri tang huyét ap khic ¢ the am tang tac
dung ha huyet ap cua irbesartan; tuy nhién, Lisbosartan dd dugc dung an toan vdi \thuoc tri
lang huyét ap khéc, nhu (ic ché beta, Gc ché kénh canxi tac dung kéo dai, va loi llﬁg tiazide.
Diéu trj loi tiéu lidu cao trude dé co thé gy giam thé tich va nguy co tut huyét 4p khi bit diu
dung Lisbosartan (xem muc Nhtmg canh bao va thdn trong dic biét khi dung).

Céc chit bo sung kali va thubc loi tiéu gir kali: dua trén kinh nghiém diing nhitng thudc khéc anh
huong lén hé rcmn-ang:otcnsm dung dong thoi thudc loi tlcu gitr kali, nhirng chit bd sung kali,
nhiing chét thay thé mudi c6 kali, va cac thubc lam tang nong do kali mau (nhu heparin) cé thé
din dén su tiang kali; vi thé, khong khuyén céo diing (xem muc Nhimg canh bao va than trong dic
biét khi ding).

Lithium: DA ghi nhan su tang c6 hoi phuc nong do lithium huyet thanh va doc tinh khi dung dong
thm lithium v&i thude trc ché men chuyén. Rat it ghi nhan anh huong nhu vy véi irbesartan. Vi
the, khong khuyén cao dung két hop (xem muc Nhiing canh bo va than trong khi ding). Khi can
két hop, nén theo ddi ky nong d6 lithium huyet thanh.

Thube khang viém khong steroid: khi diing dong thoi thude déi van angiotensin 11 va khang viém
khong steroid (nhu la Gc ché COX-2 chon loc, axit acetylsalicylic (> 3g/ngdy) va khang viém
khang steroid khang chon lgc), hiéu qua ha ap ¢6 thé yéu di.

Gidng nhu céc thude trc ché men chuyén, dung dong thoi thude déi vén angiotensin 11 va khang
viém khong steroid c6 thé lam tang nguy co suy giam chiic nang than, gay suy than, va ting kali
méu, nhét 13 & bénh nhédn di bi kém chirc nang than tir trude. Nén than trong khi dung két hop,
nhit la & ngudi cao tudi. Bénh nhan nén udng nhiéu nude va dugc theo doi ky chirc nang than sau
khi bit ddu diéu tri, va dmh ky sau do.

Nhiing théng tin thém vé tuong téc thudc cia irbesartan: trong nhiing nghién ctru lim sang,
hydrochlorothiazide khong anh huong dén duge dong hoc cia irbesartan. Irbesartan dugc chuyén
héa cht yéu boi CYP2C9 va & mirc d6 thip hon bai glucuronic hoa. Khdng c6 nhiing wong tac
dugc dong hoc va duogc luc hoc déng ké khi dang két hop irbesartan va warfarin, mdt thude duoc
chuyén hoa bdi CYP2CO. Chua danh gia cic thude dugc chuyén héa bsi CYP2C9 nhu rifampicin
[én dugc ddng hoc cla irbesartan. Dugc dong hoc cua digoxin khong b lha_y dcu khi ciing dung
vGi irbesartan. AOLB60g

r“.r* NG TY

Mang thai va cho con bi: .- S BHAN
[ = 1 1
Mang thai: 12! ouae suils '

Khong khuyén cdo ding AIIRAS trong ba thang dau thai ky (xqm mm}Nmu@canfr’bao va thdn
trong dic biét khi ding). Chéng chi dinh AIIRAs trong ba Lhang\gu?ra va cum thal ky (xem muc
Chdng chi dinh va Nhiing canh bao va than trong déic biét khi diing)<% 7 0“2

(5%
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Chua két ludn bang chimg dich té hoc dé cap dén nguy co sinh qudi thai sau khi diing thudc trc
ché men chuyén trong ba thang dau thai ky; tuy nhién, khong thé loai trir su ting nguy co nhe.
Khong ¢6 dir liéu dich t& hoc ¢ ddi chimg vé nguy co khi diing AIIRAs, nhung co thé c6 nguy
¢o tuong tu dbi v6i loai thubc nay. Bénh nhan du dinh mang thai nén ddi sang thube tri ting
huyét ap khac v6i d an toan da xdc lap, trir khi bét bude phai ti€p tuc ding AIIRAs.

Khi chan doan c6 thai, nén ngung ngay AlIRAs, va thay thubc khac néu ph hop.

Duang AlIRAs trong ba thang giita va cudi thai ky c6 thé gy nhiém doc thai nhi (glam chtic nang
than, thl’eu 6i, cham c6t héa xuong hop so) va nhidm doc so sinh (suy than, ha huyét 4 ap, tang kali
méu) Néu di dung AIIRAS tir ba thing giiia thai ky, khuyén cdo kiém tra bing siéu 4m chic ning
than va xuong hop so. Nén theo doi k¥ dé phat hién su ha huyét ap & tré nhii nhi c6 me d dung
AIIRAs (xem thém muyc Chéng chi dinh va Nhitng cinh bdo va than trong dic biét khi dung).

Cho con bi: Khuyén céo khong ding Lisbosartan va chuyén sang nhiing thude da x'a&“ﬁmh dd an
toan, nhit la trong thoi gian cho tré so sinh hay tré sinh non ba sita me do chua dUu!h-ong tin vé
viée sir dung thudc trong thoi gian nay.

Anh hudng [én kha ning lii xe va sir dung may moc:

Chua tién hanh nghién ciu vé nhiing anh hudgng 1én kha ning lai xe va sir dung may moc. Dua
trén cac dic tinh dugc luc hoc, irbesartan khong gdy anh huong dén kha ndng nay; tuy nhién cé
thé bi chéng mat hay mét khi ding thudc trong lic Jai xe hay vin hanh may.

Tac dung khéng mong mubn:
Trong cac thir nghiém déi ching bing gia duoc & bénh nhan ting huyét ap, suit do chung cia
nhiing phan tng bét lgi khéng khéc biét giira nhém ding irbesartan (56,2%) va nhém gia duoc
(56,5%). Ngung ding do phan ting bt loi trén 1dm sang hay c:in lam sang it xay ra & nhom dung
irbesartan (3,3%) hon so v6i nhém gia dugc (4,5%), va sudt do nay khong lién quan dén liéu
(trong giGi han liéu duoc khuyén cao), gidi tinh, tudi, ching toc hay thoi g:an diéu trj.

Bang dudi ddy trinh bay nhiing phan tng bt loi duoc ghi nhén trong céc thir nghiém dbi chiing
bang gia dugc & 1.965 bénh nhén tang huyét ap dung irbesartan. Nhiing thuét ngir dugc danh diu
* dé cap dén phan ung bét loi duge ghi nhén thém trong > 2% bénh nhan dai thao dudong bj tang
huyet ap voi suy than man, dam niéu ldm sang va ti I¢ nay cao hon so v6i nhom gia dugc.

Tén sudt cac tac dung phu liét ké dudi day dugc xac dinh nhu sau: rt phd bién ((>1/10); pho bién
(>1/100, <1/10); khéng phd bién (>1/1.000, <1/100); hiém (>1/10.000, <1/1.000); rat hiém
(<1/10.000). Trong mdi phan nhom tan xuét, cic tac dung khéng mong muén dugec trinh bay theo
mac do giam dan.

Rét phé bién: tang kali mau* thuong xay ra & bénh nhan dai thao duong duoc diéu tri voi
irbesartan hon so véi dung gia dugc. O bénh nhan dai thao dudng bi tang huyét dp véi albumin
niéu vi thé va chiic nang than binh thuong; ting kali mau (> 5,5 mEq/L) xdy ra trong 29,4% &
nhom ding irbesartan 300 mg va 22% & nhém gia duge. O bénh nhan dai thio dudng bi ting
huyét 4p v6i suy than man, dam niéu dai thé; lé’mg kali mau (> 5,5 mEq/L) xdy ra trong 46,3% &
nhom dung irbesartan 300 mg va 26,3% & nhém gia dugc.

Pho bién: Thudng quan sat thdy su ting dang ké men creatine kmascimyt:uugng (1,7%) 6 nhom
dung irbesartan. Sy tang nay khéng lién quan dén cac bién cb cu,;(tsoﬁlg c6 thé. xéQ dinh dugc trén
lam sang. Da quan sat thdy* hemoglobin gldm khong déng kf/ttén thmsing & 1\7% bénh nhén
ting huyet ap bi bénh than do dai thao duong tién trién dugc diluy fri \!‘If([ rrb@s,artan )

Nhitng roi loan ¢ tin: [ DUGC pH ﬂH ;

Khéng phd bién: nhip tim nhanh

Nhitng réi loan hé thdn kinh:

Phé bién: chong mit. *chéng mit thé ding
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Nhitng réi loan hé hap. long ngiee va trung thdt:

Khéng phd bién: ho

Nhitng roi loan tiéu hoa:

Phd bién: budn non/ndn 6i

Khéng phé bién: tiéu chay, rbi loan tiéu héa/g néng

Nhing réi loan co-xuong va mo lién két:

Phd bién: * dau co xuong

Nhitng réi loan mach mdu:

Phd bién: * ha huyét ap thé dang

Khéng phd bién: nong birng

Nhitng réi loan toan thin va tai vi tri dimg thudc:

Phd bién: mét moi

Khéng phd bién: dau nguc

Nhing rdi loan hé sinh sin va vi:

Khong phd bién: roi loan chirc nang tinh duc ‘Mb

Nhitng phan tng bat loi thém sau ddy da dugc bdo cdo theo kinh ngh:cm sau khi }ruoc ra thi
trucmg; nhimg bdo cio nay xudt phat tic nhitng ban nr bdo céo; vi thé chua xdac d’mh duoc tan
suat:

Nhirng réi loan hé than kinh:

Pau diu

Nhirng rdi loan ¢ tai va mé dao:

U tai

Nhiing rdi loan tiéu hoa:

Nudt kho

Nhiing rdi loan thin va tiét niéu:

Giam chirc ndng than bao gdm céc truong hop suy thin & bénh nhin ¢6 nguy co (xem muc
Nhirng canh bao va than trong dac biét khi diing).

Nhirng réi loan da va md dudi da:

Viém mach méau hay bach cdu

Nhirng réi loan co-xuong va md lién két: )

Pau khdp, dau co (trong vai truong hop di kém véi ting men creatine kinase huyét tuong), vop
bé

Nhiing rdi loan chuyén héa va dinh dudng:

Téang kali mau

Nhiing rdi loan hé mién dich:

Phan tmg qué man nhu phi mach, phat ban, néi mé day.

Nhirng roi loan gan mit:

Viém gan, bt thuong chirc niang gan. ‘
Bénh nhi: trong mét thir nghiém ngau nhién bao gom 318 tré em va thiéu nién tir 6 — 16 tudi bi
tang huyét ap, nhiing tac dung phu khéng mong mudn sau day da xay ra trong thoi gian theo doi
mi doi sudt ba tuan: dau dau (7,9%), ha huyet ap (2 2%), chongn mat (1, 99’); ho (0, 9%) Trong
giai doan theo d6i mo rong kéo dal 26 tudn, nhirng bét terc g-cin lam- Sang xax ra nhiéu nhét la

ting creatinine (6,5%), tang trj s6 CK & 2% bénh nhi. ! ) PHAN

Thong bdo cho bdc si bat ky tic dung khong mong muén n ® gap pkm khi sd'd ng thube.
T 0.

Qua lidu: '\ ;

O ngudi lon, lidu 1én dén 900 mg/ngay khéng giy doc tinh. Nhung biéu ‘hten hay gip cla qua heu
c6 thé 13 ha huyét dp va nhip tim nhanh; ciing c6 thé b nhip tim cham do qua lidu. Khéng c6 sin
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nhimg thong tin chuyén biét vé diéu tri qué lidu Lisbosartan. Bénh nhéan nén dugc theo doi k¥,
duogc diéu tri triéu ching va nng d&. Céc bién phap duge dé xuit bao Eom gay non va/hay ria da
day. Co thé dung than hoat trong diéu tri qua liéu. Tham phan mau khdng thanh thai duoc
irbesartan.

DPic tinh dwge ly:

bic tinh duoe luc hoc:

Nhém duoc tri liéu: dbi vén angiotensin 11, don thudn.

Ma ATC: C09C A04.

Co ché tac dung: [rbesartan 1a thude doi van thy thé angiotensin 11 chon loc (tuyp AT 1) manh,
tac dung theo duong uong Irbesartan c6 lhc ic ché tét ca céc tac dong cua angiotensin Il qua
trung gian thu thé AT 1, bat ké dén nguon gbe hay con duong tong hop. Su d6i van chon loc cia
thu the angiotensin 1I (AT 1) dan dén sy tang nong do renin va angiotensin Il, cing voi sur giam
ndng do aldosterone trong huyét twong. Dung duy nhét irbesartan & lidu khuyén cao khéng anh
hudng dang ké ndng dd kali mau. Irbesartan khong ire ché men chuyen (kmmase N 0t enzim
tao angiotensin 11 va ciing khéng gay thodi bién bradykinin thanh chét chuyén héa tk,, herat. Hoat
tinh cia Irbesartan khong doi hoi su kich hoat chuyén hoa.

Hiéu qud trén 1dm sang:

Tang huvét 4p: Irbesartan [am ha huyét p, khéng anh hudng nhiéu dén nhip tim. Véi liéu diing
ngay mot lan, tac dung ha huyét ap lién quan Voi lidu dung va ¢ khuynh huorng dn dinh véi lidu
trén 300 mg. Liéu 150 - 300 mg ngay mét lin lam ha huyet ap day (tic 24 gid sau khi ubng) do &
tu thé ndm ngira hofc ngdi thi cho thay tét hon s0 véi gia duge. Dinh ha huyét ap dat duoc trong
3-6 g:or sau khi uong va duy tri tac dung ha huyet ap nay toi thiéu trong 24 gio. Sau 24 g:U tac
dung nay con 60 — 70% so véi tic dung dinh ¢ lidu khuyen cao. Liéu 150 mg ngay mot lan hay
ngay hai lan déu tao dugc dap ung tuong tu trong ha huyet ap day va huyét ap trung | binh. Tac
dung ha huyet ap cua irbesartan thay rd trong 1 — 2 tudn, tac dung t5i da trong 4 - 6 tuan sau khi
bﬁl dau dleu tri, va duy tri hiéu qua nay trong diéu tri ldu dai. Sau khi ngung diéu tri, huyét 4p dan
dén try vé mirc co ban. Khong ¢6 phan Lrng doi ting huyét 4p.

Tac dong ha huyet 4p cla irbesartan va loi tiéu thiazide 1a cong luc. O nhiing bénh khong the
kiém soat huyét ap du bang irbesartan mot minh, viéc dung thém hydrochlorothiazide liéu thap
(12,5 mg) s& lam ha huyét ap day thém 7-10/3-6 mm Hg (tam thu/tdam truong) so voi gia dugc.
Tudi va gidi tinh khong anh hudng hiéu qua cia Lisbosartan. Gidng nhu trudng hop cac thude tic
dong én hé renin-angiotensin khac, bénh nhan da den ting huyét ap kém dap (g hon khi chi
dung don trj liu irberartan. Bap img ha huyét ap & bénh nhin da den ngang bang véi dap ing &
nguoi da trang khi két hop ding irbesartan va hydrochlorothmznde liéu lhap (12 5 mg ngay mot
lan). Khong ¢6 anh hudng dang ké vé 1am sang ddi véi axit uric trong mau va nudc tiéu.

Tac dung ha huyét ap cua irbesartan voi litu dung duoc diéu chinh theo muc tiéu 0,5 mg/kg (Iiéu
thap), 1,5 mg/kg (|ICLI trung binh) va 4,5 mg/kg (llcu cao) da dugc danh gia 6 318 tr¢ em va thiéu
nién bi tang huyet ap hay c6 nguy co tang huyét 4p (da: thao duong, tién st gia dinh tang huyét
ap), lu0| tr 6 dén 16 trong thoi gian 3 tuan. Vo cudi ba tudn, mirc giam trung binh so véi ban
dau ddi voi cac thong sb cht yéu vé hiéu qua, huyét ap tAm thu ddy & tr thé ngoi la 11,7 mm Hg
(I:eu thap), 9,3 mm Hg (liéu trung binh), 13,2 mm Hg (lidu cao} K'hongco sy khac bi¢t dang ké
gitra cac liéu nay. Mirc thay déi trung binh vé huyét Jap tim lIUI‘Is ddy ot ‘thg ngm dugc hi¢u
chinh nhu sau: 3,8 mmHg (liéu thap) 3,2 mmHg (liéu trun =bjnh) 3, E’mmﬂg {{ieu cao). Trong
hai tuan tlcp sau do, bénh nhan duogc phan ngdu nhién vao mot trong hal _hhoyrhodc dung 1huoc
hodc ding gia dugce; bénh nhén & nhom gia dugc ¢ su lang hu‘yégap ta,m,thu day tu thé ngdi va
ting huyét p tim trurong day tu thé ngdi 1a 2.4 mmHg va 2 kMg, so'vor swithay déi tuong ing
0 nhom dung irbesartan 12 1a +0,1 mmHg va -0.3 mmHg (xem ?M(&I,léu,dungf\fa cach dung).




https://trungtamthuoc.com/

Tang huyét dp va dai théo dudng tuyp 2 véi bénh 1y than: “Tha nghiém Irbesartan Diabetic
Nephropathy Trial (IDNT)” cho thy irbesartan lam giam su tién trién bénh ly than & bénh nhan suy
than man va dam niéu dai thé. Pay 1a mot thir nghiém mu déi, c6 kiém chirng vé bénh suit va tu
suat, so sanh dung irbesartan, amlodlplne va gia dugc. Trong 1.715 bénh nhan dai thdo dudng
tuyp 2 ¢6 tang huyét ap, dam niéu > 900 mg/ngay va creatinine huyét thanh trong khodng 1,0 —
3,0 mg/dl, da khao sat tdc dung ldu dai (trung binh 2,6 ndm) cla irbesartan lén su tién trién bénh
than va tir sudt do moi nguyén nhan. Bénh nhan dugc chinh liéu Lisbosartan tir 75 mg dén liéu
duy tri [a 300 mg, Amlodipine tir 2,5 mg dén 10 mg, hay gia dugc khi dung nap dugc. Bénh nhén
trong cac nhom diéu tri déu dung tir 2 - 4 loai thude tri tang huyet ap (vi du, lgi tiéu, tc ché beta,
{ic ché alpha) dé dat dugc huyet ap muc tiéu da dinh trudc 1a <135/85 mmHg hoac giam huyet ap
tim thu duoc 10 mmHg néu mic ban dau 1a >160 mmHg. 60% & nhom gia dugc, 76% & nhom
Irbesartan, va 78% & nhom Amlodipine dat dugc huyét ap muc tiéu nay. [rbesartan lam giam
dang ké nguy co tuong dbi gop cac tiéu chi chinh bao gbm ting gip d6i creatinine va suy than
giai doan cuoi hay tir vong do moi nguyén nhan. Khoang 33% bénh nhan & nhom Irbesartan dat
dugc tiéu chi gdp chinh vé bénh thén, so voi 39% & nhom gia dugc, va 41% & nhém amlodipine
[giam nguy co tuong ddi 20% so v&i nhém gid duge (p = 0,024) va glam nguy co Luorng d6i 23%
so v6i nhom Amlodipine (p = 0,006)]. Khi phan tich timg yeu td riéng cia tiéu chi chinh nay,
khong thdy cé anh huong doi véi tir suat do moi nguyén nhan, lrong khi ¢ khuynh\iﬁléng tich
cure trong gzam suy thén giai doan cudi va giam dang | ké su ting gip doi creatinine huyét thanh.
Pa danh gia hi¢u qud diéu tri & cac phan nhém bao gdbm gioi tinh, ching tdc, tudi, thoi gian bi dai
thao duong, huycl ap ban dau, creatinine huyét thanh, va toc do bal tiét albumin. O phan nhdm nir
gidi (32% dan sé nghién ciru) va phan nhoém da den (26% déan s6 nghién clru), khong thdy ro loi
ich trén thén du khoang tin cdy khong loai trir diéu nay. Ciing nhu vy dbi véi tiéu chi thir yéu
gdm céc bién ¢6 tim mach gdy tir vong va khong gdy tir vong, khong ¢0 sy khéc bi€t & ba nhom;
mic di ¢6 su tang sudt dd nhoi mau co tim khong tir vong & nir gidi va giam suat dd nhdi mau co
tim khong tir vong & nam gidi & nhdm dung Irbesartan so véi nhom gia duge. Suat do nhdi mau
co tim khéng ti vong va 46t quy ¢ nhém nit dung Irbesartan cao hon so véi nhém ding
Amlodipine, va nhap vién do suy tim déu giam & dan sb chung. Tuy nhién, chua ly giai chinh xac
duoc nhiing biéu hién ndy & nhém nii.

Nghién ctru * Nhiing tac dung cta Irbesartan Ién albumin niéu vi lhe ¢ bénh nhan dai thao dudng
tuyp 2 ¢ ting huyét ap” cho thiy Irbesartan 300 mg lam chdm su tién trién dén dam niéu dai thé.
Pay la nghién ciu mi déi dugc kiém chimng bing gia duoc vé bénh suit & 590 bénh nhan dai
thdo dudng tuyp 2, dam niéu vi thé (30-300 mg/ngay) va chirc nang than binh thuong (creatinine
huyét thanh < 1,5 mg/dl & nam va < 1,1 mg/d| & ni¥). Nghién ciru nay di khao sat cac tac dung lau
dai (2 nam) cta Irbesartan lén su tién trién dén dam niéu 1am sang (dai thé) (tbc do bai tiét
albumin nudc tiéu > 300 mg/ngdy, va su ting toc do bai tiét albumin niéu téi thiéu 30% so v6i
mirc ban dﬁu) l[uyél ap muc tiéu dugc xdc dinh truée nghién ctru 1a < 135/85 mmHg. Céc thudc
tri tdng huyét ap hé trg thém (ngoai trir irc ché men chuyen d6i van thu thé aangiotensin I, va tre
ché can-xi nhom dihydropyridine) duoc dung thém khi can dé dat duoc huyét ap muc tieu. Trong
khi dat dugc huyét ap tuong tu nhau & tit ca cdc nhom diéu tri; c6 it doi tuo‘ng hon & nhém dung
Irbesartan 300 mg (5,2%) dat duoc tiéu chi protéin niéu dai thé so,\zm nhom gid dugc (14,9%) va
nhom dung Irbesartan 150 mg (9,7%), diéu nay cho thdy giam Aghy co tuong, ”l 70% q nhom
ding liéu cao hon so véi gia duoc (p = 0,0004). Khong quan/‘,&a’t ‘th‘ay ot thicn- d loc cau than
trong ba thang diu diéu tri, nhung thiy rd su cham tién trien flén dam® méﬁ\‘iam Sa g ngay trong
ba thang ddu nay va kéo dai sudt hai nam. Tr& vé dam niéu binh\ lhucm;-% (<3ﬁ mg/ngay) & nhém
dung Irbesartan 300 mg (34%) cao hon so véi nhom gia dugc (ﬁl%) A MO 5

DPic tinh duge dong hoc: Al



Irbesartan duoc hip thu tdt sau khi udng: céc nghién clu vé sinh kha dung tuyét dbi cho gid tri 1a

60 — 80%. Bita @n khong anh huong nhiéu sinh kha dung nay. Sur gan keét protein huyet tuong

khoang 96%, géin két cac té bao mau khong dang ké, Thé tich phan bd 13 53 — 93 lit. Sau khi udng
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hay tiém C irbesartan, 80-85% hoat tinh phéng xa huyét tuong tuin hoan dugc qui cho
irbesartan dang khong bién ddi. Irbesartan duoc chuyén hoéa bai gan qua sy lién hop va oxy héa
glucuronide. Chdt chuyén hoa chinh trong tuan hoan la glucuronide irbesartan (khoang 6%).
Nghién ctru in vitro cho thay Irbesartan dugc 6xit hoa chi yéu boi enzim cytochrome P450
CYP2CY; déng enzim CYPh3A4 tic dung khong dang ké. Irbesartan biéu hién dugc dong hoc
tuyén tinh v tuong (ng voi liéu ding trong gioi han tir 10 — 600 mg. Su tang tuyén tinh nay bi
gidm khi dung lidu udng trén 600 mg (gap doi liéu khuyen cao toi da), nhung chua rd co ché.
Néng do dinh huyét tuong dat duge tir 1,5 dén 2 gid sau khi udng. D¢ thanh thai toan co thé va &
than lan lugt la 157 - 176 va 3 —3,5 ml/phut. Thoi gian ban hiy cudiciunglall —15 gio. Dat dén
ndng dd bn dinh trong huyét tuong trong 3 ngay sau khi dung liéu khéi dau ngay mot lan. Co su
tich liy liéu han ché trong huyel tuong (<20%) khi ding liéu 1ap lai ngay mot lan. Trong mot
nghién ctru dd quan sat thdy nong dg irbesartan hoi cao hon ¢ bénh nhan nif tang huyet ap. Tuy
nhién, khong c6 khac bigt ve thoi gian ban huy va tich luy lidu. Khoéng cén diéu chmm‘l u o bénh
nhan nir. Cac trl ) dién tich dudi ducng cong nong do AUC va nong do dinh C,,« cupNrbesaftan
0 ngudi cao tudi (> 65 tum) tuong ddi cao hon S0 Vi nguai tré (18 - 40 tudi); tuy nhsé‘r{u«{l gian
ban huy cudi khong thay ddi dang ké. Khong cin diéu chinh liéu & nguoi cao tudi. Irbesartan va

cac chat chuyén héa clia né dugce dao thai theo hai dudng than va mét. Sau khi ubng hay tiém tinh
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mach  C irbesartan, khoang 20% hoat tinh phdng xa c6 trong nudc tiéu, phan con lai trong
phan. < 2% dugc bai tiét trong nudc tiéu & dang khong dbi.

Dugc dong hoc cua irbesartan dd duge danh gia trong 23 tre bi tang huyét ap sau khi cho lidu duy
nhat hodc liéu lap lai mdi ngay (2mg/kg) dén liéu t6i da 1a 150 mg/ngay trong 4 tudn. 21 trong s0
23 tré dugc danh gia dé so sanh véi dugc dong hoc & nguai I6n (12 tré trén 12 tudi, 9 tré tir 6 —
12 tudi). Két qua cho th'fly Comaxs AUC, va tdc d6 thanh thai tuong duong voi nguoi 16n ding liéu
150 mg/ngay. Khi ding lap lai liéu ngay mdt lan, c6 su tich liy liéu han ché trong huyét tuong
(18%).

Suy thin: cac thong s6 duge dong hoc cia irbesatan khong bi thay doi dang ké & bénh nhan suy
than hay dang thim phan mau. Thim phan mau khong loai bo dugc irbesartan.

Suy gan: cic thong so duge dong hoc cuia irbesatan khdong bi thay ddi dang ké & bénh nhan xo
gan nhe dén trung binh. Chua tién hanh nghién ciru & ngudi bi suy gan ning.

Twong ky: khong ap dung.
Han diing: 24 thang ké tir ngay san xudt.
Bio quin: Bao quan dudi 30°C.

Dong goi: Hop 04 vi x 07 vién.

San xuit boi:
West Pharma — Producoes de Especialidades Farmaceufr
Rua Joao de Deus m° 11, Venda Nova, 2700-486 Amadom ]
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