APROVEL®150 mg

irbesartan
vién nén bao phim

Thubc ban theo don,
Boc cAn thén diy di toa hudng din sir dyng thude tnrée khi diing.
Néu cin thém théng tin, hay héi bac sT hodic dugc si.

- Hay gir toa huéng dn sir dyng thubc nay. Ban cb thé cin doc lai.

nay dugc chi dinh rigng cho ban, ban nén dua cho
nguédr khéac ding ngay cd khi ho ¢6 tridu chimg g ban, vi cb
thé gay hai cho ho.
- Néu bat ky tdc dung phy nédo tré nén trdm trong, hodc ndu ban ghi
nhé&n cb bét ky tdc dung phu néo khéng néu ra trong toa thude
nay, hdy béo cho béc si hodic duyc sT.

THANH PHAN

- Hoat chét chinh: irbesartan.
M&1 vign Aprovel 150 mg chira 150 mg irbesartan,

- Ta dugc lactose monohydrat, microcrystaline cellose, natr
croscammeliose, hypromellose, silicon dioxid, magnesi stearat, titan
dioxid, macrogol 3000, sép camauba.

DANG BAO CHE, Qui CACH PONG GOI

Vién nén bao phim Aprovel 150 mg mau tring dén trdng nhat, hinh
bAu dyc, hal mat 1bi, mdt mat c6 hinh qua tim in chim va mat kia
khilc sb "2872",

Vién nén bao phim Aprovel 150 mg dugc déng trong i 14, 28, 30, 56,

84, 90 hodc 98 vién, Hop 56 vi theo dom vi Iéu x 1 vién nén bao phim
84 phan phéi trong béinh vién ciing sin cd.
Trén thi truding co thé khdng cb ddy di cac dang déng gol.

CHIBINH

Aprovel thugc nhém thube abi khang thy thé angiotensin-Il.

Angiotensin-II 13 mdt chét do co' thé sinh ra, khi gén 1én thy thd cia

néd & mach mau lam co mach mau. Két qué la [am 1ang huyét &p.

Aprovel chdng lai viéc gén cua angiotensin-il 18n thy thé nay do dé

lam mach mau gi&in ra va lam ha huyét 4p,

Aprovel 1am chém sy suy gidm chire niing than & bénh nhan tang

huyét 4p va dai théo duwdmg typ 2.

Aprovel dugc chi dinh ding cho ngudi Ién dé:

- didu tri tAng huyét &p (tang huyét 4p nguyén phat)

- bao vé than abi véi bénh nhan déi thao dutmng typ 2 c6 tang huyét
&p va cac béng chimg xét nghiém suy gidm chirc nang than.

CACH DUNG, BU'ONG DUNG VA LIEU DUNG

Lubn ludn tuln theo chi dn cla bac sT danh cho ban, Ban phai héi
lal bac sT ho#ic duge sT néu ban khdng chéc chin,

Céch dung

Diing béing duémg uéng. Vién thulc phai duge nubt véi mét lugng
nwéce thich hop. Aprovel o6 thd duge ubng trong hodc ngoai baa
an. Ban nén ubng lidu thubc hang ngay vao cing mdt thei didm
trong ngay. Pidu quan trong 14 ban phai sir dung Aprovel lién tuc
cho dén khi bac sT quyét djnh dung phurong cdch didu trf khéc.

* Bénh nhin ting huyét 4p

Libu théng thudmg 14 150 mg mét lAn/ngay. Sau d6 lidu cé thd téng
18n 300 mg mét IAningay thy theo mirc dap Gmg cla huyét ap.

* Banh nhén ting huyét 4p va dai thao duwdmg typ 2 véd binh thin
D8I véi bnh nhan tang huybt &p va dai thao dudmg typ 2, dung lidu
duy trl 300 mg mét lan/ngdy 14 thich hep cho didu
Bac sT co thé khuyén cao cho ding lidu thap hon, nhit 14 khi bat
dhu diBu tri & nhimg bénh nhén dang thdm tach mau, hodc &
nhirng bénh nhan trén 75 twdi,

Hiéu qua ha 4p thi da cb thé dat dugc trong véng 4-6 tubn sau khi
bét dhu didu 1,

Tré em khéng nén ding Aprovel

Khéng nén ding Aprovel cho tré em dudi 18 tudi, Néu mt tré nudt
val vién thubc, phai di gap bac sT ngay I8p trc,

Néu ban quén ubng Aprovel

N&u ban tinh c&r quén ubng mdt 1iBu hang ngay, cir ubng libu ké tiép
nhir binh thwdng, Khong dugc ubng glp d6i lidu dé b cho libu da
quén,

tri bénh thén & kém.

https://trungtamthuoc.com/

Néu ban ¢ thém bét cir thic méc ndo vé viéc sir dyng thudc nay,
haly héi béc sT hay duge s clia ban.
CHONG CHI BINH

Khéng durgc ding APROVEL
- ndu ban b df (mg v irbesartan hodc bat ky thanh phan ndo chira

trong Aprovel

- néu ban dang c6 thai hom 3 thing (tdt nhét 14 nén tranh ding
Aprovel tir loc bét dAu cb thal - xem myc Phuy nir co thal)

Khéng diing Aprovel cho tré em (dudi 18 wai),

THAN TRONG KHI DUNG

Hély bao cho bac si ndu ban gap mdt trong céc tinh trang sau:

* tibu chay hodic 6i mira nhidu,

* bénh Iy than,

* bénh Iy tim.

* péu ding Aprovel cho bnh thin do dal thio dudmg. Trong
tneéng hop nay bac sT b thé cho xét nghiém méau thuémg quy,
dic biét 14 do nbing 88 kali trong méu trong trirérng hop chire nang
than kém.

* néu ban sip sira drgc phiu thujt hodc duwgc gy mé,

Sir dyng céc thudc khéc:

Thong bdo cho bac sT hodc duge sT cla ban biét cac thubc

dang sir dyng hogc vira sir dung, bao gm cé céc thude khéng

ké toa.

Thuéng thi Aprovel khing co twong tae voi nhing thube loai khac.

Cén phai xét nghigm mau néu ban st dyng:

- nhirng loal thudc bé sung kali,

- cac chéat mudi thay thé c6 chira kall,

- cac loai thubc gilr kali (nhur thudc loi tidu),

- c4c loai thube co chira lithium,

Tac dung cua irbesartan ¢6 thd gidm khi ban ding cée thube gidm

dau nhu khang viém khéng steroid.

Diing Aprovel chung vé thirc &n va thirc uéng

Aprovel ¢6 thé dugc ufing cling hodc khéng cling vé thire &n.

PHY NI CO THAI = NUOI CON BANG SUPA ME

Phuy nir c6 thal

Cén béo cho béc si biét néu ban cb thai, hofic ¢6 thé ¢ thai. Thang
thuérng béc s sé khuyén ban ngung ding Aprovel trude khi cb thai
hoéc ngay khi ban biét minh c6 thai va s& khuy8n ban ding thubc
khéc thay thé cho Aprovel,

Aprovel khéng dugc khuyén ding trong cac thang diu cda thai ky
va khdng dugc ding khi da mang thai hon 3 thang, vi thubc cé t
1a nguyén nhan géy nguy hiém cho tré néu ngudl me ding thube
nay sau 3 thang dau cua thal ky.

Phy nir dang thivi ki nubi con biing sira me
CAn bao cho bac <7 bidt ndu ban Gang hodc bdt dAu nubi con bling
sra me. Khdng dugc ding Aprovel cho phy n( dang nudi con
bing sira me, va bac sT s& chon hudmng didu trj khac cho ban, nhét
14 khi con ban cén so sinh hosc thiéu thang.

LAI XE VA VAN HANH MAY MOC

Chura cé nghién clru ndo vé cac tac ddng trén khad ndng 14l xe va
van hanh may méc dugc thyc hién. Aprovel khong anh hudng dén
khd nang l8i xe hodc dibu khién may méc.

Tuy nhidn, trong theri gian didu trf ting huybt 4p, choang véng hodc
mét mai b khi cé the xdy ra, Néu c& nhimg triéu ching nay, ban
cAn phai tham khdo ¥ kién ciia bac sT trudre khi 18] xe hodc vén hanh
méy moc.

Théng tin quan trong vé mot s tA duge cia Aprovel
Aprovel c6 chira lactose. Néu ban khéng dung ngp mét s loai
dudng (vi du nhwr iactose), ban cAn bao cho bac sT bidt trude khi

TAC DYNG KHONG MONG MUON

Gibng t4t cé cdc thube, Aprovel cb thé gy ra t4c
Kkhdng mong mubn, méc di khdng phai tAt ca mol ngudi dbu
cac thc dung phy ndy. M§! vai tac dung phy

ddi hdi phdi duge theo ddi y khoa.
Cing nhumwmmw.wm:ﬁcphhﬁm;di
da (phal ban, mé day), cling nhir sung 1,
vahodc ludi & cac bénh nhdn ubng ibesartan. Néu ban ¢é nh
triju chimg nhw trdn hodic khd thé nén ngung ding Aprovel va
di géip béac s7 cda ban ngay l8p tirc.



Tén sb cia cac tac dyng phy nédu ra dudi diy dugc xac dinh theo
quy wée sau:

RAl thurémg gép: dnh hudng it nhét tir 1 trén 10 bénh nhan hodc hon.

Thudmg gap: nh hudmg it nhét 1 trén 100 bénh nhén va it hon 1
trén 10 bénh nhan.

Khdng thuéng gap: anh hudng It nhét 1 trdn 1000 bénh nhan va it
hon 1 trén 100 bénh nhén.

Trong céc nghién ciu 18m sang @81 véi banh nhén ding Aprovel,
céc 1ac dyng phy sau G4y 03 dugre bao céo:

- rAl thuéng gap: d8i véi bénh nhan tang huydt &p cb dai théo
durdmg typ 2 va bénh than, xét nghiém mau cho théy tang ndng a6
kali,

- thudrng gap: choang véng, cdm giac bubn ndn/ ndn, mét méi va
c4c xét nghidm mau cho thly tdng nbng dd men do ludng chirc

cia oo va cia tim (creatin kinass). B4 véi bénh nhan tang
hi 4p va dai thao dudmg typ 2 véi bénh thdn, chodng vang khi
dirng déy tir te thé ndm hodic ngdi, ha huyét ap khi ding day tir
twr thé nam hoac ngbi), dau khérp hode co cling nhur gidm protein
trong héing cAu (hemoglobin).

- khéng thuéng gip: tEng nhip tim, phirng @0 mat, ho, lidu chay,
Kkhé tidulg néng, rdi loan tinh dyc (cac vAn d thyc hién chirc
néng tinh dyc), dau ngye.

Mﬂaﬁcm u duge bao cao ké tir khi Aprovel luu hanh trén

hj truémg nhung 16 thn sb. Céc téc dung phu ngoai ¥ ndy 13

chéng mat, dau dAu, rdi loan vi gisic, kéu vo vo & tai, vop bé, dau

nhirc khérp va co, bit chirc néng gan, tang ndng do kali
mw'mmmmnmmmmmomﬁﬂubm
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Hiém gép céc trérng hop vang da (vang da va/hodc tring con mét).

Néu bét ky tic dyng phy nao tré nén trdm trgng, hodic néu ban gap
phy khang 1iét ké rong toa hudmg dn sir dyung
n théng béo cho béc sT hodc dugce s cia ban.

gg_gng_m_%\gmirmmmwdmwkmmm.mm
qua d ng, véa chon loc véi thy thé cia angiotensin-l (typ

ATy). Thubc chin loan b tac djng cia angiotensin-Il qua trung
gian thy thé AT, bt ké& ngudn géc hodic con dwdng thng hep clia
angiotensin-Il. B4i khang chon loc thy thé cia angiotensin-Il (AT;)
lam tang ndng 80 renin huyét tuong va nbng 4% angiotensin-1l, lam
gidm ndng 49 aldosteron huyét tong. Irbesartan co tac ddng ma
khong cAn phai qua chit chuydn hoa hoat ddng.

Higu qua 1am sang:

Tang huyét ap

Irbesartan 1am ha huyét ap v&i dnh hurdng i thidu lén nhip tim, Sy
giam huyét ap lién quan liéu o6 khuynh hurémg di vé phia dinh binh
nguyén & lidu trén 300 mg ding mot An/ngay, Céc lidu 150-300 mg
mmrémngaylamhahu";gtapoobwmmuvadobwmaném
trong théri gian ddy (nghia 1a 24 giér sau khi ding thude) trung binh
14 8-13 1 5-8 mmHg (huyét &p tam thu / huyét 4p tam trrong) nhidu
hon khi so v&i nhimg nguéi dang gia duge.

Giam huyét ap dinh det dugc trong vong 3-6 gier sau khi udng
thudc va téc dyng ha huyét &p dugc duy tri it nhét 24 gid. Trong 24
gi&huyéiiphaso-m%dc?imghuyhéplamlhuv‘ém
truong théi gian dinh & lidu d& nghl. Lidu ding 150 mg mét
l&n/ngay lam ha huybt & aaix va huyét &p trung binh trong 24 gi&r
twong Iy nhu kh‘i’gf.'ng 1£|q| u 36 nh?g chia lam legginngay.

Téc ddng ha huyét 4p cia Aprovel thly rd sau 1-2 tubn, véi higu
qua t8i da xulit hién vao 4-8 tulin sau khi bit ddu didu tri, Céc téc
dmgumhuyétapmmdwulw;gsu&tMigisnm&umw
han, Sau khi ngung @idu trf, huyét &p dan din trér lai mirc ban dhu,
Khéng quan sat thdy hién tugng ting huyét ap ddi nguoc.

Khéng cb tac ddng |&m sang quan trong nao trén acid uric huyét
thanh hodic bai tiét acid uric ra nuére tidu.

ang huyst ap than ¢& bénh nha o duémg typ
Nghién ciru “Irbesartan trén bénh thén do bénh dai théo dudng”
(Irbesartan Diabetic Nephropathy Trial = IDNT) cho théy irbesartan
lam giam tién trién clia bénh than & bénh nhan bj suy thin man va
b dam nigu lam sang.

Nghién clru “Cac tac dgng cla irbesartan trén dam nigu vi lugng &
bénh nhan tang huyét dp c6 dai thdo dudng typ 2° (Effects of
Irbesartan on Microalbuminuria in Hypertensive Patients with type 2
Diabetes Mellitus = IRMA 2) cho thay irbesartan l1du 300 mg lam

a b

https://trungtamthuoc.com/

cham fién trinh din dén dam niéu 1am sang & bénh nhan cd dam
niéu vi lergng.

DAC TINH DUQC BONG HQC

Sau khi ubng, irbesartan dugc hilp thu tot: cac nghién ciru vd sinh
kha dyng tuyét dbi cho cac gia trj khodng 60-80%. Uéng thubc
trong lic &n k dnh hudng dang

irbesartan. Gén két v&i protein huyét n
khéng dang ké véi cac thanh phan té
53-93 lit. Irbesartan dugc chuyén héa bdi gan qua lidn hop
glucuronide va oxy hoa.

Nbng o dinh trong huyét trromg dat duge & 1.5-2 giér sau khi ubng
thubc. Theri gian ban hiy cla ibesartan 14 11-15 gier, Trang thél n
dinh cia ndng @3 thubc trong huyél wong dat dugc sau 3 ngdy
sau khi khii tri theo phéc db udng mét thn m&l ngay. Khéng cin
thiét chinh lidu & ngudr cao tudl,

Irbesartan va cac chit chuyén hoa cua nd dugc thai tnr qua cé
duéng mét va dudng than. Co dudi 2% lidu ding irbesartan dugc
bai tiét qua nrdre tidu & dang khdng ddi
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