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1. TEN THUOC: BESFOBEN 300
2. THANH PHAN CAU TAO CUA THUOC: M&i vién nén chira:
Hoat chét:

Ta dugc: Vira 4l 1 vién nén (Lactose monchydrat, cellulose vi tinh thé, tinh bt tién gelatin

héa, croscarmellose natri, poloxamer 188, keo silicon dioxyd, magnesi stearat).
3. DANG BAO CHE

Vién nén ding duéng ubng.

Vién nén dai mau tring, canh va thanh vién lanh 1an.

4. CAC PAC TINH DUQC HQC
4.1. DUQC LIYC HOC:
MA ATC: C0OSC AD4.

Irbesartan 12 mot din chét tetrazol, mdt chét phong bé thy thé typ | cla angiotensin Il typ
AT,. Irbesartan (rc ché tac dyng sinh Iy cla angiotensin |1, ké ca tac dyng tiét aldosteron va co
mach, do (rc ché chon loc thy thé AT, cla angiotensin Il & nhidéu md, bao gdm cd tuyén
thurgng than va co tron thanh mach.

Liéu thdng thudng irbesartan c6 tac dyng lam ha huyét 4p twong ty nhur lidu thdng thudng
cla losartan, enalapril hodc atenolol, nhung khéc v&i losartan, irbesartan khéng phai 1a mét
tién chét va tic dung dugc Iy khdng phy thudc vao sir thuy phdn & gan. Irbesartan ciing
khéng gibng cac thubc (rc ché enzym chuyén dbi, irbesartan khéng (rc ché enzym chuyén ddi
angiotensin | thanh angiotensin Il va nhur vy khdng (rc ché sy gidng hod bradykinin va cac
kinin khac, nén khong gdy ho khan dai ding, mdt tac dung khdng mong muén phd bién khi
dung céc thubc rc ché enzym chuyén adi.

Khi diing irbesartan v&i lidu dugc khuyén cdo, kali huyét khong thay ddi nhidu trir khi co
suy thén va/hodic suy tim.

Thubc 1am ha huyét ap nhung thn sé tim thay d8i rét it. Tac dung ha huyét ap phy thudc
véo lidu va cé khuynh huéng khéng ha thém khi ubng mét lidu cao hon 300mg/1 lin mdi
ngdy. Huyét 4p ha 18i da trong khodng 3-8 gi¢ sau khi ubng. Tac dung chéng ting huyét ap
duy tri it nhét 24 gi¢r. Hiéu qua chéng tang huyét ap bidu hién trong vong 1-2 tudn, hidu qua ti
da dat dugc trong vong 4-8 tulin ké tir khi bit diu didu trj va duy tri khi didu tr 13u dai. Néu
ngirng diéu tri, huyét ap lai dén dén tr& lai tri sb ban ddu, nhung khéng cé hién tuong bénh
néng ddt ngdt khi ngimg thubc.

Téc dung chéng ting huyét dp cla irbesartan va thudc Igri tidu thiazid c6 tinh chit cdng
hop.
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4.2. DUQ'C DONG HOC:

Thuéc hép thu nhanh qua 8ng tiéu hod v&i sinh khd dung tir 60-80%. Tha
thay ddi nhibu sinh kha dyng cla thube.

Thudc chuyén hod mdt phdn & gan dé tao thanh céc sdn phdm khdng
86 dinh trong huyét twong dat dugc khodng 1-2 h sau mdt libu ubng \NS d¢
méau dat dén trang thai cdn bdng &n dinh sau 3 ngay ubng thubc. Irbesarts :
protein huyét twong. Thé tich phdn bd cla thudc vao khoang 53-93 lit. Thuéclhiilwquarrﬂt
va nuéc tidu. Sau khi ubng hodc ding dwong tinh mach irbesartan danh déu 'C, 80-85%
hoat tinh phong xa trong huyét tuong tudn hoan dudi dang irbesartan khong dbi. Irbesartan
dugc chuyén hda & gan thdng qua két hop glucuronid va oxy héa. Chit chuyén héa chinh la
irbesartan glucuronid (khodng 6%). Cac nghién ciu In vitro cho thdy rdng irbesartan bj oxy
héa ldn adu béi cytochrom P450 enzym CYP2CS; isoenzym CYP3A4 cé tidc dung khdng dang
ké.

Irbesartan thé hién sy tuyén tinh va duge ddng hoc tuong Ung vdi khodng lidu 10 - 600
mg.

Irbesartan va céc chit chuyén héa dugc thai trir bdng cd dudmg mét va dudng than. Sau
khi ubng hodic tiém IV "C irbesartan, khodng 20% chét c6 hoat tinh phéng xa dugc tim thiy
trong nudc tidu, va phin con lai trong phan. Dudi 2% lidu ding dugc bai tiét trong nude tidu
& dang irbesartan khong bién adi. Théi gian ban thai ka 11-15 gidr.

Bénh nhén tré em

Dugc ddng hoc clia irbesartan dugc danh gia & 23 tré em cao huyét ap sau khi ding lidu
don va da lidu hang ngay cla irbesartan (2 mg/kg) t&ri u t8i da hang ngay la 150 mg trong 4
tudn. Trong sb 23 tré, 21 tré dugc danh gid so sanh dugc ddng hoc vdi ngudi lon (12 tré trén
12 tudi, 9 tré 6 - 12 tudi). Céc két qua cho thiy Cou. AUC va tbc 40 thanh théi dugc so sénh
véi nhimg gl dugc quan sét & cac bénh nhdn ngudi Ién ding 150 mg irbesartan hang ngay.
Sy tich Iy han ché cla irbesartan (18%) trong huyét tuong dugc quan sat dya trén lidu hang
ngay mot 1én 13p lai.

Suy thdn: & cac bénh nhan bj suy thin hodc dang thim tach méu, cac thdng sé dugc ddng
hoc cla irbesartan khong thay dbi dang ké. Irbesartan khdng dugc loal bd bing thim tach
méu.

Suy gan: & cic bénh nhan bj xo gan nhe va vira, cac thdng s dugc ddng hoc cla
irbesartan khdng thay dbi dang ké.

Céc nghién chuwra dugce thure hién & cdc bénh nhdn suy gan néng.

5. QUY CACH DONG GOI: Hop 3 vi nhdm- nhdm x 10 vién nén.
6. CHI D|NH, LIEU DUNG, CACH DUNG, CHONG CHI B|NH
6.1. CHI D|NH:

Téng huydt 4p ddng mach vd cin, dic biét cho nhimg trudmg hop ding thube e ché
enzym chuyén bj ho va d& gidm nguy co bj ddt quy & ngudi bj phi dai thit tréi
Bénh thin do dal thdo dudng tuyp 2 cb tang huyét ap.
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6.2. LIEU DUNG - CACH DUNG:
LIEU DUNG a

Libu g cila irbesartan phaii dugc didu chinh cho timg bénh ﬂn%@vﬁqmn;\w

lAm sang. .| P z
Lidu khéi @u va duy tri thdng thudmg hang ngdy la 150 mg, ubng h&"’%{
ngdy, cb thé trong, truére hodic sau blra &n.

Lidu 150 mg, mdt in duy nhét trong ngdy cho phép kim soat huyét 4p trong 24 gitr 1t
hon lidu 75 mg.

Nhung lidu 75 mgNdn/ngay dugc chi dinh cho cac bénh nhan phdi loc méau hodc ngudi gia
trén 75 twdi (Vién nén Besfoben 300 chira hém luong hoat chét irbersartan 300mg nén khéng
pho hgp cho trudng hop phéi dang liéu 75mg. Vi viy truéng hop ndy cén sir dung dang bdo
ché khéc c6 ham hegng luong phi hop).

Néu lidu 150 mgidn/ngdy khdng dU 68 kiém soat huyét ap thi c6 thé ting lidu lén
300mg/ngdy hodic ding thém mdt thubc chéng cao huyét dp khac. Vi du néu két hop
irbesartan vé&ri mdt thubc loi tidu nhur hydroclorothiazid $& thu duge mdt tac dyng ha huyét ap
cdng hop.

Suy thén: Khdng cln dibu chinh lidu & nhirng ngudri bénh suy thén. Véi nhimg ngudi bénh
phai loc méu lidu khdi ddu 14 75 mgingdy (Vién nén Besfoben 300 chira hém leong hoat chit
irbersartan 300mg nén khong phu hgp cho trudng hop phai ding lidu 75mg. Vi viy trnrdmg
hop ndy cdn st dung dang bao ché khéc c6 ham luong lugng phi hop).

Gidm thé tich méu: Khi bj gidm thé tich mau hodc mét nudc va mubi thi cdn khic phyc
nhirng hi¢n tugng nay trudre khi ding irbesartan.

Suy gan: Khong cin didu chinh lidu véi cac bénh nhdn cb suy gan nhe hodc vira. Chua cb
kinh nghiém Iam sang v&i suy gan ning.

Tré em: Irbesartan chua xac dinh dugc vd tinh an todn va higu qud trén tré em.
N6i chung, lidu ding cdn dugc didu chinh sau 1-2 thang néu huyét 4p chua dugc kidm soat,
Cé thé cn didu tri nhibu thang m&i kidm sodt 1t dugc huyét 4p.

CACH DUNG: Ding dudng ubng.
CHONG CHI D|NH: g

Ngui o6 tién sir qua miin véi irbesartan hodc bt cir thanh phin cla thude.

Phy n(r ¢4 thai.

Phy nir dang cho con bu.

Viéc ding ddng thei irbesartan véi cac sdn phdm chira aliskiren bj chéng chi dinh & cac
bénh nhan bj dai thdo dudng hodc suy thdn nhe (tbc dd loc cdu than (GFR) < 60
miphat/1,73m?).

7. THAN TRONG KHI DUNG THUOC:

Gidm thé tich méu: O' nhimg bénh nhan bj gidm thé tich mau nhu mét mudi va nuéc do
ding nhém lgi tidu manh, tiéu chdy hodc ndn kéo dai. Céin thiét phdi dibu trj gidm thé tich mau
trudre khi cho ding irbesartan.

Hep ddng mach thgn: V&i nhing ngudi bénh bj hep ddng mach thin khi ding irbesartan
eA nauv e ut huvilt 4o ndna va suv aidm chire ndna than. /

T,
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Ghép thdn hodc suy than: canphhmonmvmmmmummniy m&mm
thudmg xuyén ndng dd kali va creatinin huyét la cin thiét

Kali huyét cao: C6 thé gap phai hign tugng tang kali huyét khi dung |
nhimg bénh nhan c6 chirc nang tim, thin kém. Vé&i nhimg ngudi bénk i
kiém tra kali huyét. Tranh dung @8ng théri irbesartan voi thudce lgi tidu gig

Cutmg aldosteron tién phét. nhimg bénh nhan cudng aldosteron i
dép (rng v&i cac thubc chéng cao huyét ap tac dyng thdng qua (rc ché hé renin-angiotensin
nén irbesartan clng khdng co tac dyng trén nhirng bénh nhén nay.

Cing nhu véi cac thubc gidn mach khac, irbesartan phai ding than trong trong cac bénh
nhu: Hep van ddng mach chd va hep van hai I4, bénh co tim phi dai tic nghén.

N6i chung irbesartan phdi ding than trong cho ngudi bénh cb truong lye thanh mach va
chire ndng thiin phy thude chii yéu vao hoat ddng clia hé renin-angiotensin-aldosteron (thi dy
ngudi bénh bj suy tim sung huyét niing hodc bj mét bénh thin ndng nhu hep ddng mach thén
hai bén): Nguy co ha huyét ap manh, ddt ngdt d& gay nhdi mdu co tim hodc tai bién mach
mau nao.

Sdn phdm co chiza lactose, bénh nhén ¢ cdc rbi loan di truydn hiém gép nhu réi loan
dung nap galactose, thibu Lapp lactase, hodc bt thuemg hdp thu glucose-galactose khdng
nén sir dyng thudc nay.

SU’ DYNG CHO PHY Nr €O THAI VA CHO CON BU

Phu ni¥ cd thai:
Chéng chi dinh ding thudc cho phy nir dang mang thai.
Tmsmajumwm&ngdicrnhdominm.Tmamqmhoacaming(

......

cubi cla thai ky: C6 thé gdy dnh hudng tryc tiép 1&n hé théng renin-angiotensin, gdy suy thin
& bao thai hodc tré so sinh, bién dang so mat, thdm chi Iam chét thai. Khi phét hién co thai,
ngirng thudc cang sém cang tét, néu da ding thubc trong mot thai gian dai, cdn kiém tra chyp
$0 va chirc ndng thin bing siéu am.

Phy n¥ cho con bu:

Chéng chi dinh ding thudc cho phy nir dang cho con ba.

ANH HUPONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC: Irbesartan gdy tac dui
phy chéng mit, nhirc ddu nén th@n trong khi ding cho nguti lai xe va vén hanh may méec.  °
8. TUONG TAC THUOC:

Véi cée thube chéng ting huydt dp khéc: Céc thube chdng ting huyét ap khac cb thé lam
ting tac dyng ha huyét ap ciia irbesartan. Mdc di vdy irbesartan vin co thé két hop dugc voi
céc thubc chéng ting huyét dp khac nhu cac thubc chen beta, chen calci hodic céc thube lgi
tiéu nhom thiazid. Mt diu tri trude bing thube loi tidu & lidu cao c6 thé tao ra hién tuong
gidm thé tich mau va nguy co tyt huyét ap khi ding irbesartan.

B4 sung kali hodc céc thubc loi tiéu gitr kali: Ding ddng thdi irbesartan véi céc thubc lgi
tibu gitr kali hodic bd sung kali cé thé lam tang nbng d§ kali huyét.

Lithi: Tang ndng 44 lithi huyét thanh va ddc tinh cb thé hdi phyc duge da dugc bao céo khi
phdi hop véi céc thudc (rc ché enzym chuyén. Béi vi tuong tac chura dugc xic dinh véi
irbesartan va chua cé thé loai trir dugc nén vln phéi theo doi chat ché ndng b lithi huyét
thanh. ,
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Dugc ddng hoc cla irbesartan khong bj thay ddi khi két hop Né wwiqu
Irbesartan dugc chuyén hoa chi ybu béi CYP 2C9 va co thé bdi'\da g bop, ¥oi acic
glucuronic. Tac dyng cla cac thudc géy cam (g CYP 2C9 nhu rifampicin:84i véi duoCe
hoc cia irbesartan chura dugc danh gid. Cac dir kién thyc nghiém khong chd. J,L‘f
dugc cic tuvong tac gilra cac thudc co chuyén hod lién quan dén cic isoenzym cia
cytochrome P450 nhue CYP 1A1, CYP 1A2, CYP 2A6, CYP 2B6, CYP 2D6, CYP 2E1 hodc
CYP 3A4. |t c6 kha ndng (rc ché lién hop véi acid glucuronic dua én nhing twong tac lam
sang cb y nghia. In vitro, cac tuong tac gitra irbesartan v&i warfarin, tolbutamid hodic nifedipin
da dugc quan sat thdy. Mac di vy chua cb tuong tac vé mat dugc ddng hoc va dugc Iy
dugc ghi nhén khi dung két hgp irbesartan véi warfarin cho nguéi khoé manh. Dugc dbng
hoc cla irbesartan khong bj bién adi khi két hop véi nifedipin.

9. TAC DUNG KHONG MONG MUON:

Tac dyng phy thudng nhe va thoang qua
Thudng géip: ADR >1/100

Chéng mat, nhirc ddu va ha huyét 4p thé ding lién quan dén lidu ding.
Tut huyét 4p cb thé xdy ra, ddc biét & bénh nhén bj gidm thé tich méu (vi dy nhimg bénh nhan
dang dung thubc loi tidu lidu cao). Suy than va gidm huyét ap niing khi cé hep dbng mach
thén 2 bén.

It g&p: 111000 < ADR < 1/100

Ban da, mé day, ngira, phit mach, ting enzym gan. Tang kali huyét, dau co, dau khép.
Hiém g#p: ADR < 1/10000

Ho, réi loan hd hip, dau lung, rbi loan tiéu hod, mét mdi, gidm bach cu trung tinh,
Huéng dén céch xur tri ADR

Céc tac dyng khdng mong mudn hiém xdy ra, thwéng nhe, khdng cdn xir tri gi dic biét.
Néu bét ddu dung thubc nén chii y didu tri gidm thé tich mau néu cé. .
10.QUA LIEU VA CACH XUr TRI:

Lidu t&i 900 mg/ngay ding cho ngudi Iom trong 8 tudn khdng géy bét cir mdt déu hiéu dbc
tinh cdp ndo. Trong trudmg hop qua lidu, trigu ching 1am sang nhibu kha nang xdy ra 1a ha
huyét 4p va nhip tim nhanh. Nhip chdm ciing c6 thé xay ra.

Chua cb liéu phap ddc hiéu trong didu tri qua lidu irbesartan. Bénh nhédn cin duoc theo
doi nghiém ngdt, didu trj tridu chirng va tro lec. MOt s bién phap cé thé ap dyng nhu gy ndn
va/hodic nlra da day, dung than hoat tinh. Khéng thé logi bd irbesartan bing céch loc méu.
11.CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Doc kg huong dlin sir dung trude khi ding.

D48 xa tdm tay tré em.

Théng béo ngay cho béc sT hodic dugc sT nhing téc dung khdng mong mubn glip phéi khi
str dyng thubc.

Thude néy chi ding theo don cia béc s,

Néu cén thém théng tin, xin hdi y kién béac sT

Khéng dang thubc qué han sir dung -/
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12.DIEU KIEN BAO QUAN, HAN DUNG CUA THUOC
BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dd dudi 30°C.
HAN DUNG: 36 thang ké tir ngay san xuét.

13. TEN VA DJA CHI NHA SAN XUAT
ﬁ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
WWW.Spm. vn
L6 51, Buéng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
DT: (028) 37507496 Fax: (028) 38771010

14. NGAY XEM XET SUA DOI, CAP NHAT LAI NQI DUNG HUONG DAN SU’ DUNG
THUOC:

SPM

W Tp. HCM, ngay.2Z thang O nam 2017
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