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RX-Thudc ké don

Belsartas 150 mg
Film-coated Tablets
Irbesartan 150 mg

2 blisters x 14 film-coated tablets

Nha san xuat;

Belsartas 150 mg
Film-coated Tablets
Irbesartan 150 mg

317g XA R-XX, Hoat hesartan 130mghvian, Hap 2 vi x 14 vién nén bao
phim. NSX HD, 86 15 SX xem 'an “Exp.”, “Lot" trén bao bi, Bao quan dirdi 30°C.
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trong i hirdng dén sir dyng kém thea,
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Doc ky Imo’ng din sir dung frmrc khi diing. Néu can thém thong tin xin héi y kién bdc sj. Dé
thubc ngodi tam tay tré em. Thudc nay chi ding theo don cia bdc sj.

BELSARTAS 150 MG & 300 MG

Vién nén bao phim

Thanh phén:

M&i vién nén bao phim cé chira:

Hoat chdt:

Belsartas 150 mg: Irbesartan 150 mg

Belsartas 300 mg: Irbesartan 300 mg

T4 dioc: Povidon, Croscarmelose natri, Microcrystalin celulose, Maltose, Coloidal silica khan,
Magnesi stearat, Opadry tring Y-1-7000.

Chi dinh diéu tri:

Diéu tri tang huyét ap tién phat.

Dleu tri bénh thdn & bénh nhan dai thdo dudng tuyp 2 bj ting huyét ap, 1a thanh phan cia phac do
diéu tri tang huyet ap (xem muc Déc tinh dugc luc hoc).

Liéu luong va cach diing:
Liéu khuygn nghi lhong thudng khoi dAu va duy tri 1a 150 mg nga ,mQt 14n, khong lién quan bira n.
Belsartas 150 mg ngay mdt lan thuong tao dugc sy kiém soat huyet a;;irileu qué hon liéu 75 mg. Tuy
nhién, c6 thé can nhic diéu tri khoi dau vai lidu 75 mg, dac biét & bé n chay than nhén tao va
nguoi trén 75 tu01

C6 thé tang liéu Belsartas 1én 300 mg, hay dung thém nhiing thubc tri tang huyét ap khac ¢ bénh
nhan khong kiém soat dugc huyét 4p véi liéu 150 mg. Dic biét viée ding thém 1 thude lgi tiéu nhu
hydrochlorothiazide lam tang thém tac dung cua Belsartas (xem muc Tuong tac véi cac thube khéc
va nhiing hinh thirc tuong tac khac)

O bénh nhan déi théo du'orng tuyp 2 bj tang huyét ap, nén khoi ddu diéu tri véi irbesartan 150 mg
ngay mot 14n va diéu chinh liéu dén 300 mg ngay mot lan nhur 12 lidu duy tri trong diéu tri bénh than.
Sur chimg t6 lgi ich cia Belsartas ddi v6i than & bénh nhan dai thao duorng tuyp 2 dugc dua trén
nhitng nghién ciru ding irbesartan, ngoai nhiing thude tri tang huyét ap khac, khi cin, dé dat dén
huyét 4p muc tiéu (xem muc Pac tinh dugce luc hoc).

Suy than: khong can didu chinh liéu & bénh nhin suy thin. Nén cin nhic liéu khéi ddu thip hon
(75mg) & bénh nhan dang chay than nhan tao (xem muc Canh bao va than trong déc biét khi dung).
Suy gan: Khong can diéu chinh lidu & bénh nhan suy gan nhe dén trung binh. Chua c6 kinh nghiém
lam sang & bénh nhan suy gan nang.

Bénh nhén cao tudi: thudng khong cdn diéu chinh lidu & bénh nhan cao tudi, tuy nhién nén dung lidu
khoi ddu 75mg & ngudi trén 75 tudi.

Bénh nhi: khong khuyén nghj ding irbesartan cho tré em va thiéu nién do khé
toan va hiéu qua. (xem muc Nhiing tac dung khong mong mubdn, Pic ti
dugc dong hoc).

» . A A -~
_dn dir liéu v€ d6 an

Chong chi dmh
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Canh bdo va thin trong dic biét khi dung:
Giam thé tich ndi mach: ha huyét p c6 triéu chimng, nhét 1a sau lidu du tién, co thé xay ra & bénh
nhan bi giam thé tich va/hay ha natri do thudc loi tiéu manh, kiéng an mubi, tiéu chay hay nén 6i.
Nén diéu chinh nhiing tinh trang nay truéc khi dung Belsartas.

Tang huvét 4p mach méu than: Tang nguy co ha huyét 4p ning va suy than khi bénh nhéan bj hep
dong mach thdn hai bén hodc hep dong mach than ddi voi mot than con chic niang ma duoc didu tr
biang nhitng thuc tic dong 1én hé renin-angiotensin-aldosterone. Khong ghi nhan nguy co ndy khi
dung Belsartas, nhung c6 thé tién doan tac dung tuong tu nhu viy xay ra khi ding thudc d6i vén thu
thé angiotensin II.

Suy than va ghép than: Khuyén cdo theo ddi dinh ky ndng d6 kali va creatinine khi ding Belsartas
cho bénh nhan suy thidn. Khong cé kinh nghiém lam sang nao cua viéc dung Belsartas & ngudi mdi
ghép than.

Bénh nhan ting huvét ap bi dai thao dudng tuvp 2 va bénh than: Trong phén tich nghién ctru duge
tién hanh & bénh nhan suy than ning, nhiing tdc dung cla irbesartan 1én cic bién cb than va tim mach
thi khéng ddng nhét trong tit ca cac phin nhém; nhitng tic dung nay kém hon & phu ni va ngudi da
mau (xem muc Dic tinh dugc luc hoc).

Tiang kali mau: gibng nhu cac thude khac tic dong 1én hé renin-angiotensin-aldosterone, ting kali
mau c6 thé xay ra khi diéu trj bing Belsartas, nhét 1a khi c6 suy than, dam niéu dai thé do bénh thén
dai thao dudng, va/hogc suy tim. Khuyén céo theo ddi k¥ kali mau & bénh nhan cé nguy co (xem muc
Tuong tac vdi cac thuoc khac va cac dang tuong tac khac).

Lithium: khong khuyén céo ding két hop lithium va Belsartas (xem muc Tuong tac véi cic thubc
khéc va cac dang tuong tac khac).

Hep van dong mach chii va van hai 14, bénh Iy co tim phi dai do the kghén: gidng nhur cac thude dan
mach khac, can than trong déc bigt khi dung & bénh nhan bi hep vhrﬂﬁoug mach chi va van hai 14,
bénh Iy co tim phi dai do tic nghén.

Cudng aldosterone tién phét: bénh nhan bj cudng aldosterone tién phat nhin chung s& khéng dap tng
véi cac thude tri ting huyét ap tac dung thong qua su tc ché hé renin-angiotensin. Vi vay, khong
khuyén cdo diing Belsartas.

Tdng quan: & bénh nhan ¢6 trwong luc mach mau va chic ning thin phu thugc chii yéu vao hoat tinh
cta h¢ renin-angiotensin-aldosterone (v1 du: bénh nhén suy tim sung huyét nang hay bénh thén co
ban, bao gom he;p dong mach thén), viéc diéu tri véi thudc e ché men chuyén hay déi vén thy thé
angiotensin II déu gay ha huyét 4p cap, tang uré mau, thiéu niéu, hay hiém gip 1a suy than cap

Gibng nhu bét ky thude tri t’c’lng huyét ap nao, viéc ha huyet 4p qua mirc & bénh nhan thiéu mau co
tim hay bénh tim mach do thleu méu ¢6 thé din dén nhdi mau co tim hay dot quy.

Gidng nhur cic thude trc ché men chuyen irbesartan va nhiing thubc déi van angiotensin khac c6 tac
dung kém hon trong viéc ha huyét ap & ngudi da den, c6 [€ do co dia renin thap (xem muc Dic tinh
dugce luc hoc).

Thai ky: Khong nén dung thubc dbi véan thu thé anglotensm IT (AIIRAs) trong thai ky. Bénh nhéan du
dinh mang thai nén chuyén sang thudc tri ting huyét 4p khac ¢6 do an todr-dadd hing dmh trLr khi bat
bugc phal tiép tuc ding AIIRAs. Ngung AIIRAs ngay khi chan doduce’ '
sang thudc khéc (xem muc Chdng chi dinh va Mang thai va cho co
Bénh nhi: dd c6 nghien ctru dung irbesartan & nhém tir 6 — 16 tudi,
tro cho viéc dung rong rai cho bénh nhi (xem muc Céc tac dung
lye hoc va Bac tinh duge dong hoc).




https://trungtamthuoc.com/

Twong tac vai cac th udc khic va nhiing hinh thirc twong téc khac:

Nhirng thube loi tidu va ha huyét 4p khac: cac thude tri ting huyét 4p khéc ¢6 thé lam ting tac dung
ha huyét 4p cha irbesartan; tuy nhién, Belsartas di duge dung an toan vdi cac thudc tri ting huyet ap
khac, nhu irc ché beta, trc ché kénh canxi tic dung kéo dai, va loi tiéu thiazide. Didu tri loi tiéu [idu
cao trude d6 6 thé gy giam thé tich va nguy co tut huyét ap khi bt diu ding Belsartas (xem muc
Canh bdo va than trong dic biét khi ding).

Céc chét bd sunp kali va thude ltoi tiéu giir kali: dua trén kinh nghiém dang nhiing thude khéc dnh
huong 1én hé renin-angiotensin, ding dong thoi thude loi tiéu giir kali, nhitng chit bd sung kali,
nhiing chét thay thé mudi ¢o kali, va cdc thubc 1am tang ndng dé kali mau (nhu heparin) ¢é thé din
dén su tang kali; vi thé, khéng khuyén cdo ding (xem muc Canh bao va thén trong dac biét khi
ding).

Lithium: P4 ghi nhan sy ting ¢6 hoi phuc ndng dd lithium huyét thanh va doc tinh khi ding dong
thoi lithium vé&i thude Ge ché men chuyén. Rét it ghi nhdn anh hudng nhu vy véi irbesartan. Vi thé,
khéng khuyén cao ding két hop (xem muc Nhiing canh bo va than trong khi diing). Khi cin két hop,
nén theo doi k§ nong d6 lithium huyét thanh.

Thube khang viém khéng steroid: khi ding dbng thoi thube ddi van angiotensin 11 va khang viém
khéng steroid (nhur 14 e ché COX=2 chon loc, axit acetylsalicylic (> 3g/ngay) va khang viém khdng
steroid khdng chon loc), hiéu qua ha ap ¢ thé yeu du.

Gibng nhu cac thube e ché men chuyén, diing ddng thai thube déi van angiotensin I1 va khang viém
khdng steroid ¢6 thé lam ting nguy co suy giam chitc ning thin, gy suy thin, va tang kali mau, nhit
14 & bénh nhan da bi kém chirc nang thin tir trude. Nén than teong khi diing két hop, nhét 1a & ngudi
cao tudi. Bénh nhan nén ubng nhidu nude va duge theo ddi k¥ chiic nang thin sau khi bit ddu didu
tri, va dinh ky sau dé.

Nhitng théng tin thém vé tuong tdc thudc ciia irbesartan: trong nhiing nghidn cfru lAm sang,
hydrochlorothiazide khdng anh hudng dén duge ddng cua irbesartan, Irbesartan duoc chuyén héa chi
yéu boi CYP2C9 va ¢ mic dd thdp hon bai glucuronic hoa. Khong 66 nm\a ng tuang tac duge dong va
dugce lue dang ké khi dung két hop irbesartan va warfarin, mét thude t‘hmt: chuyén héa bdi CYP2C9.
Chua danh gia céc thude duge chuyén héa boi CYP2C9 nhur r:famplcm*kérm‘{rac dong cla irbesartan.
Duoc dong ciia digoxin khong bj thay ddi khi ciing ding véi irbesartan.

Mang thai va cho con bii:
Mang thai:

Khdng khuyén céo ding AIIRAs trong ba thing diu thai ky (xem muc Canh bao va thin trong djc
biét khi ding). Chéng chi dinh AIIRAs trong ba thang giira va cudi thai ky (xem muc Chéng chi dinh
va Canh bao va than trong dic biét khi ding).

Chtra két [uan bang chung dich t& hoc dé& cip dén nguy co sinh quai thai sau khi diing thube (ic ché
men chuyén trong ba thang déu thai ky; tuy nhién, khong thé loai trir sir tang nguy co nhe. Khéng co
dit liéu dich t& hoc ¢ dbi chimng vé nguy co khi diing AIIRAs, nhung ¢6 thé ¢6 nguy co tuong tur déi
v6i loai thudce ndy. Bénh nhan du dinh mang thai nén dbi sang thude tri ting huyét 4p khac véi do an
toan d xdc 14p, trir khi bat bude phai tiép tuc dung AIIRAs.

Khi chin dodn ¢6 thai, nén ngung ngay AlIRAs, va thay thude khac néu phu hop._

Diing AIIRAs trong ba thang gifra va cudi thai ky cé thé gy nhiém d thnf@i{%am chirc niang
than, thidu &i, cham cbt héa xuong hdp so) va nhiém dde so sinh (s SR hqy@t}g tang kali
mau) Néu di ding AIIRAs tir ba thang giira thai ky, khuyén cdo k:ﬁmf(ra TH Sigu ﬁfm\chuc nang
thdn va xuong hop so. Nén theo dai k§ dé phét hién su ha huyét 4 il{ tréyaleiiog Mcq did dung
AlIRAs (xem thém muc Chéng chi dinh va Canh béo va thin trong d2 ﬁaietﬂqﬂqq@ ﬂ}f

\
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Cho con bii: Khuyén co khong diing Belsartas va chuyén sang nhimg thude di x4c dinh dd an toan,
nhat Ia trong thoi gian cho tré so sinh hay tré sinh non bu sira me do chua du thong tin vé viéc sir
dung thudc trong thoi gian nay.

Anh huwéng 1én kha ning lai xe va sit dung may méc:

Chura tién hanh nghién ciru v& nhitng anh hudng 1én kha ning l4i xe va sir dung may méc. Dua trén
céc dic tinh dugc luc, irbesartan khong gy anh huong dén kha ning nay; tuy nhién c6 thé bi chéng
mit hay mét khi diing thude trong lic 1ai xe hay van hanh mdy.

Tac dung khong mong mubn:
Trong cac thir nghiém ddi chimg bang gia duoc & bénh nhan tang huyét ap, suat do chung cta nhitng
phan g bit lgi khong khédc biét giita nhoém diing irbesartan (56,2%) va nhém gia duge (56,5%).
Ngung ding do phan ting bét lgi trén 1dm sang hay can lam sang it xay ra & nhom dung irbesartan
(3 3%) hon so véi nhom gia dugce (4,5%), va sudt do nay khong lién quan dén lidu (trong gidi han
lidu dugc khuyén céo), gidi tinh, tudi, ching tdc hay thoi gian didu tri.
O bénh nhan dai thai dudng bj ting ap véi albumin niéu vi lugng va chirc ning than binh thudng, da
ghi nihan chéng mat va ha 4p thé dimg trong 0,5% (khong phd-bién); nhung ti 1¢ caohon sovéinhém
gia dugc.
Bang dudi ddy trinh bay nhiing phan ung bat loi duge ghi nhan trong cac thir nghiém ddi ching bang
gia duge & 1.965 bénh nhén ting huyét 4p diing irbesartan. Nhimg thuét ngit dugc danh diu * d& cp
dén phan img bat loi dugc ghi nhin thém trong > 2% bénh nhan dai thao dudng bi ting huyét ap véi
suy thin man, dam niéu lam sang va ti 1¢ nay cao hon so vi nhom gia dugc.
Tén suét céc tac dung phu liét ké dudi ddy duge xac dinh nhu sau: rat phé bién ((=1/10); pho bién
(>1/100, <1/10); khong phd bién (21/1.000, <1/100); hiém (>1/10.000, <1/1.000); rit hiém
(<1/10.000).
Nhitng khdo sdt:
Rit phd bién - * tang kali mau* thuong xay ra & bénh nhdn.darthdo dudng duoc diéu tri
voi irbesartan hon so vdi dung gia dugc. 0] ben‘h\n%l‘v dai thao duong bj ting
huyét 4p véi albumin niéu vi thé va chirc ning I:u-nh thuong; tang kali
mau (> 5,5 mquL) xay ra trong 29,4% & nhom dung irbesartan 300 mg va
22% & nhém gia duge. O bénh nhan dai thdo dudng bi ting huyét 4p véi suy
than man, dam niéu dai thé; tang kali mau (> 5,5 mqu‘L) xay ra trong 46,3%
& nhom dung irbesartan 300 mg va 26,3% & nhom gia duoc.
Phd bién: - Thudng quan séat thdy su ting dang ké men creatine kinase huyét tucm
(1,7%) & nhom dung irbesartan. Sy tang nay khong lién quan dén cac bién co
co xuong ¢6 thé xac dinh dugc trén 1dm sang. DA quan sét thay* hemoglobm
giam khong dang ké trén 1am sang & 1,7% bénh nhan tang huyét 4p bi bénh
than do dai thao dudng tién trién dugc diéu tri vdi irbesartan.
Nhitng réi loan ¢ tim:
Khéng phd bién: nhip tim nhanh.
Nhiing roi loan hé thdn kinh: )
Phd bién: chéng mit, *chéng mit thé dimg.
Nhitng ro"i.loan hé hdp. 1ong ngirc va trung that:
Khéng phd bién: ho.
Nhitng réi loan tiéu héa:
Phd bién: buél} ndn/nodn Oi.
Khéong phé bién: tiéu chay, rbi loan tiéu hoa, ¢ nong.
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Nhitng réi loan co-xuong va mé lién két:

Phd bién: * dau co xuong.

Nhiing réi loan mach mdu:

Ph bién: * ha huyét 4p thé ding.

Khong phd bién: néng birng.

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

Phé bién: mét moi.

Khong phd bién: dau nguc.

Nhitng rdi loan hé sinh san va vi;

Khong phd bién: rdi loan chirc ning tinh duc

Nhirng phin ing bét lgi thém sau diy di dwoc bdo cdo theo kinh nghiém sau khi dua thude ra
thi truwomg; nhirng bao cdo nay Xuét phat tir nhitng ban tw bdo cdo; vi thé chwa xac dinh duge
tin suét:

Nhiing rdi loan hé hd than kinh:

Pau dau.

Nhiing rdi loan & tai va mé dao:

U tai.

Nhimng rdi loan tiéu héa:

Nuét kho.

Nhiing réi loan than va tiét niéu:

Giam chirc ning than bao gdm céc trudng hop suy than & bénh nhén ¢ nguy co (xem muc Canh bio
va than trong ddc biét khi ding).

Nhiing rdi loan da va mé duéi da:

Viém mach mau hiy bach ciu.

Nhiing r6i loan co-xuong va mé lién két:

Pau khap, dau co (trong vai trlrong hop di kém véi tang men creats{e\yée huyet tuong), vop bé.
Nhiimg rdi loan chuyén héa va dinh dudng:

Téng kali mau.

Nhiing rdi loan hé mién dich:

Phan (mg qua man nhu phi mach, phat ban, ndi mé day.

Nhiing rdi loan gan mét:

Viém gan, bit thudng chiic nang gan. ‘

Bg—mh nhi: trong mot thir nghiém ngau nhién bao gbm 318 tré em va thiéu nién tir 6 — 16 tudi bj tang
huyet ap, nerng tac dung phu khong mong mubn sau diy dd xay ra trong thoi gian theo ddi mu doi
sudt ba tudn: dau dau (7, 9%), ha huyét ap (2,2%), chéng mét (1,9%), ho (0,9%). Trong giai doan theo
ddi mo rong kéo dai 26 tudn, nhiing bét thuong cdn lam sang xay ra nhiéu nhét la tang creatinine
(6,5%), tang tri s6 CK & 2% bénh nhi.

Qua lidu:
0 nguai lon, liéu 1&n dén 900 mg/ngay khong gagz doc tinh. Nhitng biéu hién ‘hay gap cua qua lidu ¢6
thé 12 ha huyét ap va nhip tim nhanh; ciing ¢6 thé bi nhip tim chdm do Bo¥a0ng co san nhiing
théng tin chuyén biét vé diéu tri qua lidu Belsartas. Bénh nhan nen/ > R§, duoc didu tri
tri¢u chimg va nang do. Céc bién phap dugc dé xuit bao gdm ga day. C6 thé
dung than hoat trong diéu trj qué liéu. Thdm phan mau khong than
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Han dung:
36 théng ké tir ngay san xuét.

Bdo quan:
Bao quan duéi 30°C.

Poéng goi:
Hop 2 vix 14 vién.

Nha san xuit:
Laboratorios Lesvi, S.L.
Avda. Barcelona, 69 08970 Sant Joan Despi ( lopd), Spain (Tdy Ban Nha)

PHO CUC TRUONG

J@uyé?% Yon Thand
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