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THANH PHAN
M6i vi6i n'n ch@:
lmidapril hydroclorid ...

lndopril 10

Ta duqc vira di........................ .............1 vi6n
(carci hydrosen pno"pt"t jir'voi"i: r;;i;;;;;;;;vii"i, tnn bot tian hd h6a,
croscarmellos6 natri, magnesi stearat)

M0rA
Vi€n nen trdn, mau f6ng, mot mit khSc vech, mot mlt tron.

Drrgc L(rc H9c
lmidapril la mot thu6c ch6ng tilng truyAt ip thuoc nh6m uc chA enzym chuydn
angiotensin, c6 tic dung nhu mot tiAn dugc, sau khi u6ng chuyin thAnh
imidaprilat. Trong huy6t tuong, enzym chuyiln angiotensin, chuydn angiotensin I

kh6ng c6 hoat tinh thanh angiotensin ll c6 hogt tinh co mech mgnh, lam ulng
truy6t 6p, ddng thdi kich thich tuyAn thugng th6n bai t6t aldost€ron. lmideprilat
uc ch6 enzym chuydn angiotensin, do d6, ngAn cln chuyiln angiotensin I thAnh
angiotensin ll, lem giem engiotonsin ll trong huydt tuong, dln <tAn giim tAc
dung co mech vA giAm ti6t aldosteron. NgoAi ra, enzym chuyAn c6n c6 chric
nang gi6ng h6a bradykinin thanh chAt chuy6n h6a kh6ng c6 ho?t tinh, do tt6 tlc
ch6 enzym chuytn angiotensin d5n ttdn tilng hoet tinh crla h0 kellikrein - kinin
trong tuAn hoen va hi ch6 g6y gi5n m?ch ngoei vi th6ng qua hoet h6a he
prostaglandin. lmidapril c0ng gi6n ti6p Bm teng sCn xuAt c6c y6u t6 giy giln
m?ch c6 nguon g6c tu noi mac mech m6u nhu nitric oxid th6ng qua thu tha
bradykinin beta2 tren t6 bao noi mac. VOi hai co chd tren, imidapril lam giam
huydt ap blng c5ch ldm gidm suc cin mach m6u toan than nhung kh6ng lem
ting tAn s6 tim do phan xa bi trir. Tuong tv c6c thu6c uc chd enzym chuy6n
angiotensin khec, imidapril ldrm giim ti E m8c benh va ti Q tri vong d ngudi bi
suy tim man. lmidapril lam girim tiAn g5nh, hiu gAnh vA suc clng thanh t6m thu,
teng c6ng neng cta tim nhung kh6ng tilng tAn s6 tim. lmidapril gay ting nhe
n6ng 60 kali huy6t thanh, ddng thdi, tang thai natri va dich bAng cAch tllng luu
luqng mau qua than, gidm sAn xuAt aldosteron vd hormon ch6ng bAi niCu. Luu
luqng m5u qua than ting nhung t6c d0 loc cAu thfn thudng kh6ng ddi.
lmidapril lam giim huy6t ip d tu thd ngdi, cring hoic nim ngria vdi muc tto
nhu nhau. Tac dung hq huy6t 6p dugc ghi nhin m?nh nhAt sau 6 - I gio dirng
thu6c. d mot s6 benh nhdn, cAn vdi tuAn diAu tri mdi dat dugc hieu qui kidm
soet huygt 6p t6i uu. Tec dung hq huy6t 6p duqc duy tri khi ttiAu tri k6o ddi.
Dung thu6c dQt ngQt kh6ng lam teng nhanh huydt 6p.

or.Pgc oSNG H9C
Hdp thu: Sau khi u6ng, imidapril h6p thu nhanh nhung kh6ng hoan toan; sinh
kha dung ttudng u6ng khoang 7O%. Thuc in lim giim hAp thu thu6c. Ndng ttQ

cuc dai trong huy6t tuong cia imidapril dat khoAng 2 gid sau khi dtng thu6c.
PhAn b6: lmidapril vd chAt cnuydn h6a imidaprilat c6 hoat tinh deu liCn kgt v6i
protein huy6t tuong d muc d0 trung binh, tuong ung khoing 85% va 53%.
Chuy*n h6a: lmidapril dugc chuydn h6a nhanh d gan, chri y6u th6ng qua thiy
ph6n g6c ethyl ester, teo thanh chAt chuy6n h6a c6 hoet tinh la imidaprilat. Thdi
gian tlqt ndng d0 cuc dei trong huy6t tuong cia imidaprilat trong khoang 7 gid
sau khi u6ng thu6c. Sinh khri dung tuyet d6i crla imidaprilat kh oeng 42o .

Ihdi frd,: Ndng dO imidapril trong huy6t tuong giam theo mot pha vdi thdi gian
ban thai khoang 2 gid. Nong d0 imidaprilat trong huy6t tuong giAm theo hai pha

vdi thdi gian bAn thAi d pha dAu khoAng 7 - 9 gid va thdi gian b6n thAi d pha
cu6i tren 2l gid. Khoing 40olo liAu thu6c dugc dAo thdi vAo nuoc titu, phAn cdn
lai vdro ph6n.
Khi dtng liAu lip lai, n6ng dQ coa imidaprilat d?t tr?ng thdi 6n dinh khodng 5
ngAy sau liAu imidapril dAu ti6n. Ndng d0 trong huydt tuong ve AUC ctia
imidapril va imidaprilat ting l6n d benh nhan suy thin. AUC cia imidapril ting
gAp hai lAn d b€nh nhAn co CL,: 30 - 8o ml/phrrt vir tnng gAp gAn mudi An &
benh nhan c6 Clcr: 1o - 29 ml/phit. C6 rAt it kinh nghiem ding thu6c trong cric
moc dO suy nhin, nhAt E khi dtng liAu 20 mg trong suy then. O benh nhAn suy
gan, AUC cia imidapril va imidaprilat hoi cao so vdi nguoi kh6e manh, trong
khi d6 thoi gian det dugc nang d0 ttinh tuong tr/ nhau O 2 nh6m. O nguoi suy
than, thdi gian b6n thAi cia imidaprilat (nhung kh6ng phii cta imidapril) k6o dai
c5ng kC trong khi thoi gian ban thei cia imidapril kh6ng teng. lmidapril ve
imidaprilat loai bd ttugc blng thAm phln m6u.

cHl olNH
OiAu tri teng huydt ep v6 cin d nguoi ldn.

LrEu LUqNG vA cAcH ouNG
Cdch dtng
lndopril 10 dugc dtrng theo dudng u6ng, lilu ding duqc tinh theo deng mu6i
hydroclorid.
U6ng thu6c ngAy 1 lAn, 15 ph0t truoc bOa in, u6ng <t0ng gid.
Do mot s6 benh nhan c6 tha bi hq huy6t ep nAng khi oit oAu oiAu tri blng c6c
thu6c uc ch6 enzym chuydn angiotensin, n6n u6ng liAu thu6c dau tiCn trudc
gio di ngi.

Ltdu lugng
Ngtdli l6n: LiAu khdi ttAu thudng dirng cia imidapril h 5 mg, I lAn/ngAy.
it nhAt sau 3 tuAn diAu tri ma kh6ng kiAm soAt ttuqc huy6t 6p, liAu c6 tht ting
l6n 1o mg/ngay (liAu hAng ngAy c6 hiQu qua nhAt). C6 mOt s6 it ngudi benh c6
thA phii cAn dAn liAu 20 mg/ngay (liau t6i da khuydn cio), trudng hqp nAy c6
th0 cAn nhic sri dvng ph6i hqp v6i mOt thu6c lqi tiAu.
Chua xdc dinh duqc lgi ich khi ph6i hqp imidapril vdi cAc thu6c ch6ng ting
huy6t ap kh6c.
Nguti cao tudi (2 65 tudr): tiAu khdi dAu E 2,5 mg, hiou chinh liAu theo tt6p
ring huy6t 6p cia benh nhAn. LiAu t6i da khuy6n cdo: 1o mg, 1 lAn/ngiy.
Suy th6n: Truoc khi ttiAu tri, phAi kiAm tra chric neng than nAu co nghi ngo t6n
thuong than.
C/c,: 30 - 80 mUphrit LiAu phAi giAm, liAu khdi dAu khuyAn c6o 2,5 mg/ngey.
Clci 10 - 29 muphot: Kinh nghiem c6n hen ch6, cho thAy AUC crla imidapritat
tilng, kh6ng n€n ding imidapril.
Clci < 10 ml/ph0t: Ch6ng chi dinh ding imidapril.
Suy gan: CAn thin treng khi sf, dung imidapril O benh nhAn suy gan. LiAu khdi
dAu ttuqc khuy6n cao 2,5 mg, I lAn/ngAy.
frd 6m: Kh6ng sti dvng cho tre em do d0 an toan va hi6u qui khi sri dqng
imidapril tren d6i tuqng nay chue dugc x6c l6p.
Benh nhen dAc bi$ de bi ha huydt dp sau khi u6ng li6u 6Au r,6n: Trudc khi diAu
tri, phAi ttlAu tri thi6u hut nudc, di6n giAi vA ngtng tAt cA c6c tnu6c pi ri6u dang
dong trong 2 - 3 ngAy trudc khi cho imidepril. Ndu kh6ng thC duqc, cho diAu tri
v6i liAu ttAu tiCn 2,5 mg/ngAy. O ngudi ting huydt 6p bi suy tim, de th4y bi ha
truydt 6p triQu chr?ng sau diAu tri blng thu6c 0c chd ACE. d cdc b€nh nhAn
nAy, phAi cho lilu ttAu ti6n 2,5 mg/ngAy ve phAi theo d6i sAt. C6c benh nhAn c6
nguy co h? huy6t 6p cAn phii ttugc theo d6i sat, t6t nh5t tai benh vien trong 6 -
8 gid sau khi u6ng liAu imidapril dAu ti6n vA m5i lAn ttng liAu imidapril vA lgi
tidu. Cdc bQnh nhAn c6 con dau thAt nguc holc m0t bQnh vA mqch m6u nio
c0ng phai duqc theo d6i nhu viy khi dtng imidapril. C6c benh nhan nay c6
tilng nguy co nhdi m6u co tim hoic tai bi6n mach mau nao khi bi ha huydt 6p
nang.
, S{t dung vien thu6c c6 chba hem h.png 2,5 mg imidapil hydrocbnd khi ding
tiiu 2,5 mg.

CHONG cHl olNH
- Qud mtn voi imidapril holc cac thu6c nh6m uc chd enzym chuydn

hoic v6i bAt ky thanh phAn ndo cta thu6c.
T0n sri pht mach li6n quan ttdn qic thu& nh6m rirc ch6
angiotensin.
Pht mAch dic 0ng hoic do di truyAn.
Phu n, c6 thai trong ba thang giOa va ba th6ng cu6i cria thai ky

- Suy thin ning cAn ho{c kh6ng cAn tnAm tAch m6u (Ct, < 10

THAN TR9NG
co h? huy6t Ap: midapril gay huydt nang, dicco tha haNguy

thu6c trAu ti6n.
ap

co bi6uHa huy6t ap hiCn tri€u ch0ng hi6m sip o
Eng huy6t 6p kh6ng bi6n chung vi thudng xiy ra hon & c6c binh nhin
giam kh6i lugng tuAn hoAn do sri dqng thu6c lqi ti6u lidu cao. C6 ch6 dO an
hen ch6 mu6i, ttang thAm trich m6u, ti6u chAy ho{c n6n. Nh0ng benh nhSn niy
nen dusc gi6m s6t rAt chlt chE khi bit dAu tliAu tri, sri dr,rng imidapril liAu th{p
2,5 mg va hiQu chinh liAu thfln trgng sau d6. Voi benh nhAn thi6u m6u cqc bQ

co tim hoAc mach m6u n5o, n6n cAn nhSc 6p drlng mric liAu tr6n.
Benh nhan hep van dong mach chi hoac hep van hai 16 hoAc benh lf phi tlqi co
tim.

Mot s6 r6i loan tao mau dugc ghi nhAn nhu giAm bgch cAu vA bqch cAu hqt
(d{c biet & bQnh nhAn c6 suy thin vi d cric b€nh nh6n co r6i ban mSch m5u
collagen nhu benh Lupus ban tt6 vi xo cung bi), gidm tidu cAu vd thi6u m6u.
Trong truong hqp cln thi6t phai si dung imidapril, cAn thudng xuy6n x6t
nghiQm s6 luqng bach cAu vi cong th0c bach clu truoc khi bit dAu didu tri, hai
tuAn mOt lAn, trong ba thang dAu vA dinh k| kitm tra sau <t6. Trong su6t qu:i
trinh c6 cAc dAu hi6u nhi6m khuAn (ttau hgng, s6t...).
BCnh nhan suy th{n: Benh nhan c6 Clo < 30 myph0t kh6ng n6n si dvng
imidapral. CAn gidm liAu imidapril cho c6c bCnh nhan co CL,: 30 - 80 ml/ph0t.
Theo d6i chAt ch6 choc ning than cia b6nh nhan trong su6t qu6 trinh diAu tri.
Suy thin li6n quan <t6n cric thu6c ric ch6 enzym chuydn angiotensin cht y6u
xriy ra d cac benh nhan c6 suy tim n{ng ho6c c6 benh than tiAm tAng, bao gdm
cl hep dong m?ch thAn.
Benh nhan hep dong mach than hai b€n hoic hep dong m?ch than A benh
nhin c6n mot than. CAn gi6m sat chat che khi bit dAu ttiAu tri, sri dqng iiAu

thAp, hiQu chinh liAu than trang ve theo d6i chuc neng than.
Nguy co phir mach thAn kinh A mit, cec chi, m6i, luoi, thanh m6n va/hoic
thanh quan c6 thd xiy ra bAt ki l0c nao tong 6gt diAu tri. BQnh nhan dang diAu

tri thai lec LDL bing dextran sulfat, thAm tAch m5u v6i mdrng c6 h€ s6 hc cao
ho{c dang duqc giai min cAm nec ttQc con trirng (ong, ki6n...) do nguy co xiy
ra phin ung gii phin vQ.

Xo gan do nguy co vdng da ri mat, vi6m gan hoic ti6n tri6n thAnh hoai t0 gan
btng phat va c6 thd giy tri vong.
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- Nguy co he huyCt 6p nflng, tham chi ha huyAt 6p kich phet & benh nhan dang
trai qua phau thuit l6n holc dang ttuqc gAy md vdi cCc thu6c c6 tAc dung ha
huy4t 6p.

- Nguy co tjing kali huy6t, dac bigt tren c6c benh nhan suy thin, d6i th6o dudng
kh6ng duqc kiAm sorit hoAc s& dung ttdng thdi c6c thu6c lgi tiAu gi0 kali, cac
ch6 phAm b6 sung kali hoac cdc thu6c khac c6 khe ntng tlng ndng ttg kali
huy6t thanh (nhu heparin). N6u sri dqng imidapril vdi bAt ki thu6c nao ke tren,
cAn theo d6i dinh ki ndng dO kali huy6t thanh.

- Nguy co protein nieu, dic bi6t d benh nhan c6 suy then mAc kem.
- Benh nhan d6i th6o dudng: Theo d6i ch{t ch6 ndng <tQ glucose huy6t & c6c

benh nhan c6 tiAn sti da duqc diAu tri blng c6c thu6c diAu tri d5i th6o dudng
ttudng u6ng hoAc insulin trong th6ng ttAu ti6n sli dvng imidapril.

. Than trgng khi sri dung imidapril d ngudi cao tu6i, do khe ndng nhqy cdm hon
voi thu6c. d uenn nnen r€n 65 tu6i, n€n d6nh gid chric neng than khi b8t dAu
diAu tri vl sri dqng liAu khoi dAu 2,5 mg hing ngAy.

- ThAn treng khi Bi dvng imidapril d tr6 em do d0 an todn vA hieu quA chua
dugc xAc lip.

- lndopril l0 chua lactose. BCnh nhan bi bQnh kh6ng dung nap galactose di
truyln hi6m glp, thidu hqt Lepp lactase holc chring k6m hAp thu glucose -
galactose kh6ng nen dtng chd phAm nAy.

TUONG TAC THUOC
- Thu6c ch6ng tlng huy6t 6p nh6m chen beta, nh6m chen kenh calci d5n chAt

dihydropyridin: Otng ttdng thoi vdi imidapril lam Uing t6c dgng h? huy6t 6p.
CAn thin trQng va theo d6i chit bQnh nhdn khi ph6i hqp 2 loqi thu6c nay.

- Thu6c lgi ti6u: Dirng ttdng thdi vOi imidapril c6 tha gay he huy4t ep nlng khi sD
dqng llAu imidapril dAu tien, nhAt la khi dirng thu6c Oi tidu d liAu cao. Suy than,
tt{c biQt suy thfn cdp di duqc b6o c6o khi ph6i hgp 2 thu&. Ha kali huydt do si
dgng cac thu6c lgi ti6u thdi kali v5n c6 thA xiy ra khi dtng ddng thdi imidapril,
CAn thin trqng va theo d6i chAt b€nh nhan khi ph6i hqp 2 lqi thu6c nAy.

- Thu6c ch6ng vi6m kh6ng steroid (NSAlOs): St dvng NSAIDS c6 tha lem teng
huy6t 6p cia nhong benh nhan dang darng thu6c ch6ng ting huy6t 6p (Uao
gdm cri cric thu6c uc ch6 enzym chuyAn angiotensin) tuy mQt s6 nghi€n cuu
cho thAy tuong lAc niy kh6ng c6 f nghia lim sing. MOc dO tuong tac khac
nhau gii,a cac thu6c NSAIOS nhung ph6i hqp voi indomelhacin c6 thA gAy t5c
dung 16 rgt nhAt. Dirng ttdng thdi NSAIDs va c6c thu6c Oc chd enzym chuydn
angiotensin con ting nguy co suy than vA Hng kali huy4t thanh. CAn th6n trqng
va theo d6i ch{t benh nhen khi ph6i hqp 2 loai thu6c nAy.

- Lithi: Dtng ttdng thoi voi imidapril, lAm tAng ndng dQ lithi trong mAu dAn ttAn
ngo doc lithi vd neng tlQ lithi huyet tuong.

- Epoetin: GAy ting huydt ep, vi v{y, dtng tt6ng thdi vdi imidapril lAm giim tAc
t6c dqng ha huy6t 6p cia imidapril. HiCn chua 16 liQu thu6c uc ch4 enzym
chuyrln angiotensin co inh hudng d6n hi€u qud cta epoetin hay kh6ng nhung
co thd sau vai thang, tuong t6c m6i xudt hiCn. VA ly thuydt, tac dung cong hqp
tang kali huy6t thanh c6 thg xriy ra khi dtng ttdng thdi thu6c lic ch6 enzym
chuydn angiotensin voi epoetin.

- Thu6c lqi tidu giir kali, c6c ch6 phAm b6 sung chtia kali: Dtng ddng thdi voi
imidapril lam ting kali huydt thanh, dAc biet d bCnh nhan c6 suy thin mlc kdm.
Kh6ng n6n sri dung ttdng thoi imidapril vdi c5c thu6c kh6c c6 khe neng lam
tAng kali huydt, ngoai tfl:, truong hqp cAn thi6t phdi sr) dung ddng thdi, tlinh k!
theo d6i ndng d0 kali huydt thanh crla bQnh nhAn.

PHU NO c0 rHAr vA cHo cON BU
Phy n(, cO thal
Tuong tT c6c thu6c fc ch6 enzym chuyen angaotensin kh6c, imidapril kh6ng
dugc khuyCn c6o s0 dpng trong 3 thiing ttAu thai k! do ting nh? nguy co sinh
quAi thai. Khi phet hiCn co thai, cAn ngirng ngay sli dung cdc thu6c uc ch6
enzym chuyrin angiotensin vi thay thA bAng thu6c khec. Si dgng thu& uc chA
enzym chuyan angiotensin trong 3 th6ng gi0a va 3 thang cu6i thai k| c6 thC g6y
doc cho thai nhi (giam chuc ning than, it nu6c 6i, cham c6t h6a xuong sa) va
tr6 so sinh (suy than, ha huydt ap, teng kali huy6t). Do d6, kh6ng dtng c6c
thu6c uc chd enzym chuy6n angiotensin cho phu nri co thai (dlc biet trong 3
thang gioa va 3 thang cu6i thai ki).
Phlt nb cho con bi
Do th6ng tin vA viQc si dung d phu ni, cho con b0 con rAt hqn ch6, fh6ng
khuyAn c6o si dung imidapril vir crirc thu6c 0c ch6 enzym chuyCn angiotensin
n6i chung d phu n0 cho con brl vd n€n lva chgn thu6c kh6c tt0 thay th6.

ANH HUdNG rReN KHA NANG LA xE vA vAN HANH mAy u6c
Khi lei xe holc v€n hinh m6y m6c n6n c6n nh6c d6i khi c6 th6 xdy ra hoa m6t
holc mgt m6i. Chua c6 cgc nghien ctiu vA 6nh hudng cUe imidapril l&n khC

ning l6i xe.
TAC DUNG KHONG MONG MUON (ADR}

RAt thudng g{p (AOR > 'tll o); thudng gip (1/1oo s AOR < 1/10); it g6p (1/1ooo
s ADR < 1/1OO); hiam glp (1/1o.ooo s AOR < l/iooo); rAr hi6m g{p (ADR <

1/1 0.000)
Nhtfim trlj,ng ve ky tlnh tring
h gAp: Vi6m ph6 quin, nhi5m virus, nhi6m khuAn h6 hAp tr6n.
Itdu vt h$ bpch huyit
Hi6m gdp: GiAm bech cAu, thi6u m6u.
Thln ktnh

- Thtdng gfp: Oau dAu, ch6ng mit, m€Ungt gi.
- ltg1p: R6i loen mgch mAu nlo, ngAt, oi ctm.

Tlm m?ch
[ 95p Oenn r6ng ngyc.
H6 hdp, ngyrvttrungth&

- Thtrtng gdp: Ho.
- /tgdp Vi6m moi.

Tl6u h6e
- Thtrtng gAp: Bu6n n6n.
- lt g1p: N6n, dau thugng vi, r6i loen ti6u h6a.

Da vl m6 du6l da
it gAp: Ph6t ban tr€n da, ng&a.
Toen then
It gfu: Dau ng\rc, dau chi, phU (kh6p, ngoei vi).
Cdc nghlan cbu li6n quen

- lt g1p: TAng kali huy6t, tiing creatinin, ting ndng ttQ ur6, ting GPT/ALAT, tiing
gamma-GT.

- Hi6m gip: Ting amylase huy6t, tang GOT/ASAT, giam albumin, tiing AP, giam
protein huyAt thanh, suy giAm chlic neng then.

OUA LIEU vA xU TRI
C6c triQu ch0ng qu6 liAu cria imidapril bao gdm: Ha huyCt 6p n{ng, s6c, bAt
tinh, nhip tim chem, r6i loen di6n giai vA suy then. Khi xAy ra qu6 liAu cAn theo
d6i bQnh nhan chAt ch6, thudng xuy6n kiAm tra ndng dO diCn giei vA ndng dQ
creatinin huyAt thanh. ThVc hiQn c6c bien ph6p diAu tri tri6u chring vi diAu tri
h6 trq nhu rua da diy, sri dvng cdc chAt hAp phu vA natri sulphat trong vdng 30
ph0t sau khi xey ra qud liAu thu6c.
N6u xAy ra ha huy6t 6p trigu chtng, dn dit bQnh nhan tong tu th6 ch6ng s6c,
truyAn tinh mAch dung dich natri clorid 0,9%. C6 thA ti6m atropin da diAu tri nhip
tim cham va tinh treng kich thich dAy thAn kinh phd vi quA moc. Crin nhic viQc
sti dvng miy Qo nhip. Tham t6ch m6u c6 tha b?i b6 rtugc imidapril ve

kh6i tuAn hoin, tuy nhi6n cAn tr6nh si dqng mang c6 he s6 tec
: Trong bao bi kin, noi kh6. NhiQt ttQ kh6ng qu5
: 24 thang kA tu ngiy sdn xuAt.
: Vi 10 vi6n. HQp 3 vi.
: Ti€u chuAn nhA sin xuAt.

o

imidaprilat
BAO aUAN
HAN ouNG
o6NG Gor
nEu CHUAN Ae opne

STADA

D6 xa tlm tay td em
Khing ding thu6c qu{ thdl hpn si dgng

Ogc ki hn6ng ddn sb dtrng trubc kht ding
N6u cln th6m th6ng tin, xln h6i i ki6n bdc si

Th6ng b6o cho b6c si nhhg tec dlrng khdng mong mu6n
g{p ph'i khl sti dyng thu6c.

Ngdy duyet ndi dung toa: M1291

Nhd sdn xuSt:
C6ng ty TNHH LD NAM
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