
1. Bao bi trr,rc ti6p:
- Vi 10 vi6n n6n.

2. Bao bi ngodri:

- HQp 3 vi x 10 vi6n n6n

eOvrE
CUC QIJAN I,Y DUOC

DA PIIE DUYET'

Ldn ddu*..t,.t, d,e..,t ...c,*A.

eJtuvNt9v
6r.u g alea;eu prde;eu3

6nrp uorldu:sar3 $

MAU NHAN THUOC

fN- I,t wg ( gtt)
Tg/?"0r,

nzp .&1[

5
sg 5

5sq

5
tsg

)$tq.h'alqtuEry

5
5(g

OH/r^_dt{9

o
tJ
-E
(
z
I

0

!3
o

.9

=
o
oo

D
a
z
DI
l-@

o

aoE

=-
o
s.
-)G
l

TP

chSt

e

E

{
E
e
!

F
E

5

Ma vtch

qht, below 3

mwS

ia--
a- La

Rsd (.refully the inirtudiona betore !c

Eioquan: Nhiet d0drr6i 30"C,tninh dm v) 6nh 56n9.

Tiau (hu$n: TCCS.

DiHtimt ytrl.m
D9< ki hudng din sn dung tild< khi dtltg
$ l0 5)U &kh No.: xxxm{
Ngay SvMfg. Date: X)vx)c0(x
HD/ Exp. Date: XX/$UXX

lndiotionl - Contraindi(.tion3 ' Undeiirable
afre(ts - Praduliont - Dotaga' Adminirtration
rnd oth.linforrution: nead the leaflet in5en.

Compoiitlon: Each tablet
Enalapril ma1eate................
Excipient5 q.s.........................

..5 mg
tablel

Storaga: Protect ftom humi(

Spe(ifi<ation: ln house.

Nep out otr.a(h ol <hildr.n

PH
DUQO

Thi Bich Th0y

-bv

AGINARIf S

$ rnr,Scrcaon

Enalapril maleat 5 mg

GMP WHO

SOK./ Reg. No.: XX-XXXXX'XX

$am

Thinh phinr M6i viCn nen chfa:
Enalapril ma|eat.......,.....---..--------5 m9
T5 duoc vd....,...............,.......,....,...................1 viEn

Chi ilinh -Chdng <hi atlnh -Ta< dung kh6ng
mong mu6n -Than trgng - Liiu dtng - ci(h
dtng vi <d< lh6n9 tin kh6<, Xan dgcrongtd
hu69 dAn 5Udvng.

https://nhathuocngocanh.com/



/

MAU NHAN THUOC

2. Bao bi ngoii:
- HQp 6 vi x 10 vi6n n6n.

uq.h'.rqtuE

6tr g alea;eu-r lgrde1eu3

lo

"J-tr

=(,

g
!

o

a
.!
=a
o

6

OH/t^-dW9

sJluvNtcv

/

a
z

I
F@

o

-.o,
E
o
s.

o

l
a
G
f

6nrp uorldu:sar6 @

€3. tnang ...Y. nam *bll
GAM OOC

chSt

\

bv

TP Long

AGINARIf s
GMP-WHO
c6q ry cP k ph&n r4hqh.m
27 ilgqin ro H* P Mi Binh, P Lry Xryh, An G.ng
gnrudt 14 Gl ffi h (&Eq e o& pfiJil lgllqhm
XH mi 4D il3r k plrlil lstuph.m
ouhg v0 Irmg Phms, K. ftnd An, e Mi M, n bng Xq€n, An Gi.ng

@ rnu6c tc oon

Enalapril maleat 5 mg

t

=

Bao quin: Nhiet d0 dudi 30"C, trdnh dm va 6nh siing.

I teu cnuan: I LL5.

Oixa temtay tre em
Oo( ky hudng din s0dung tr(dc khi ding

56 16 5X/ Batch No.: xxxxxx
Ngly-Sx/rvlf9. Date: XX,XVXX I
HD/ Cxo. Date: XX/XX,ry, .tt]E.

Thanh ph6ni M6i vi6n ndn chua:
Enalapril maleat........-----------..-5 m9
Tii du ]c vd...............................,......................1 vi6n

Chi alinh - Chdng chi dinh - Tii( dung khdng
mong mu6n -Then trong'Li6u ding - C6(h
dtng vi ci< th6ng tin khdcr Xin tloc trong td
hudng den sidung.

Comporition: Each tablet contains:
Enalapril ma1eate............................................5 mg
Excipients q.s................................................1 tablet

lndi(ations -Conlraindi(alions -Unde5irable
ette(ts -Precautions-Doege-Administration
and oth€r information: Read the leaflet insert.

TY

DUQO

i Bich Th0y

mwS

Storag.: Protect from humidity and light,
below 3OoC.

SpElfication: ln house.

Kep out of rEdr of children
Red arcfully the instructions beforc u'e

SOV Reg. No.: XX-XXXXX-XX

https://nhathuocngocanh.com/



MAU NHAN THUOC
2. Bao bi ngodi:
- HQp 10 vi x 10 vi6n n6n

sJluvNl9v

ueupr 'Du! od 6uetg uV 1Or) ua(nx 6uol
'Pe/\ loqf ,(w'FlupH uv queqr lsr$ 6unqd 6uorr nA

IroD.l l.rllFr.u.qd @rqdFUFV
')Sf 

f 
.{lmn@cqd u.qdEu!6v p ilrsug :^q patwDlnuow

uep!,\b)uhod 6ueD uV,,qt) ualnx 6uol
'pre,$ qu€ ,(yv 'l€rls DH Pu ua,(n6N zz

Io.d@) {xts utof lDoFrou.qd @.qdrut6v
OH/r^-dW9

6u g elea;eu ;rrde;eu3

6nrp uorldu>sar6 @

chet

loc
(U

"lEI^tr:
<E
IO1i
EE
<E

.c

{

-D
€1 6)
=rVI11
:D
f, Ilt

4l-,
o

}P

1.. nam €.o.tt

AGINARIf s

C6r9 ty CP txrd< phim Admrph.m
27 Nguy6nThAi He, P. My Einh,TP Long Xuycn, An Giang
sdn xudl to,r Chi nMn h C6r9 ty CP Dud. c phrm Agimcxph.m
Nhl mdy 3inruit Dulk pMmAgiroph.m
Oudng Vt Trong Phung, K.nEnh An,
P. MiThdl, TP Long Xuyen. An Giang

$ rtru6cfeaon

Enalapril maleat 5 mg

GMP-WHO

E

E

AGINARILs

SOIV Reg. No.: XX-XXXXX-XX

IaaaaI aa

$aar=ecnm

Enalapril maleat 5mg

56 16 SX/ Batch No.: XXXXXX

NgAy 5X/ Mfg. Date: XX/XxlxX
HD/ Exp. Date: XVXX/xx

'alAGINARII5
Thinh phdn: M6i vi6n n6n chfa:

Chi tlinh - Chdng chi tlinh - Tii< dung
kh6ng mong mudn - Thin trong -
tiiu dtng - C6(h dtng vir <iic th6ng
tin khilc: Xin doc trong td hudng d5n
s0 dqng.

86o quAn: Nhi€t cl6 drldi 30'C, triinh dm va
5nh s6ng.

Ti€u chuCn: TCCS.

o€ xa tdm tay tr6 em
Dgc ki hudng dln sidung tru6( khi dtng

Storage: Protect from humidity
and light, below 30"C.

Spe(ifi (ation: ln house.

Keep out of rea(h ofchildren
Read carefully the instructions
before use

Composition: Each tablet contains:
Enalapril maleate ................-.-....5 mg
Excipients q.s..............................1 tablet

lndicationr - Contraindi(ations -

Undesirable effe(ts - Precautions -

Dosage - Administration and other
information: Read the leaflet insert.

T6 duoc vd.......................................1 vi€n

IDUQC
NIfi
PH

TP.

Thi Bich Th0y

ffi@9

https://nhathuocngocanh.com/



HTIONG nAN stl nuNc THUoC
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AGINARIL 5

Thu6c niy chi dtng theo tlcrn thu6c
Dgc ki humrg d6n sfr dgng trufc khi dtng
DG xa tAm tay tr6 em

Thinh phfln c6ng thrlc cho I viOn:

Thdnh phAn ho4 ch6t:

M6i vi6n AGINARIL 5 chria 5 mg Enalapril maleat.

Thdnh phAn t5 dugc:

DC. Lactose, Microcrystallin cellulose l0l, Pregelatinized starch, Croscarmellose natri, Natri
hydrocarbonat, Colloidal silicon dioxid, Magnesi stearat.

D4ng biro ch6: Vi6n ndn trdn, mdu tring, mQt m4t tron, mdt m[t c6 gach ngang b6 d6i dugc, 8 mm.

Chi tlinh:
Di€u tri tlng huytit 6p.

Di€u tri suy tim c6 triQu chrlmg.

Phdng ngira suy tim c6 triQu chung o nhirng bQnh nh6n r6i
chimg (phdn sudt t6ng m6u < 35%).

lop chric n[ng th6t tr6i kh6ng tri€u

Crich dtng,lidu dtng:
Cr[ch dtng: U6ng vi6n thuiSc v6i 1 c6c nu6c. Thu6c c6 th0 u5ng tru6c, trong v]r sau bfra 6n.

Li6u dtng:
Li€u lugng enalapril phAi dugc di€u chinh theo dung n4p vd d6p ftng c0a ngudi bQnh.

Diiu tri tdng huyiit dp:

Li6u khoi d6u: 5 dtin tOi da20 mg, u6ng mQt lin m5i ngiry, tty thuQc viro mric dQ tdng huyi5t 6p vi
tinh tr4ng cta bQnh nhdn.

Trong tdng huyiSt 6p nhg, liAu khoi dAu khuytin c6o lir 5 d6n 10 mg. BQnh nhdn c6 hQ th6ng renin -
angiotensin - aldosteron dugc kich ho4t manh (nhu tdng huy6t 5p do m4ch m5u th4n, m6t mu5i
valho4c giim th6 tich, tim m6t bil, ho4c tdng huytit 6p npng) c6 th6 b! gi6m huy6t 6p quri mfc sau

li0u khoi dAu. MQt li0u khoi dAu 5 mg hoac th6p hon duoc khuytin c6o o nhirng bQnh nhdn nhu vfy
vd bit <tAu di6u tri n€n diSn ra dudi sr,r gi6m s6t y t6.

OOi vOi bQnh nh6n dugc diAu tri tru6c bing thu6c lqi ti6u liAu cao c6 th6 d6n dtin gi6m th6 tfch vd c6

nguy co tut huy6t 6p khi bat dAu diAu tri bing enalapril. Li6u khoi dAu 5 mg ho4c th6p hon dugc
khuy6n c6o o.nhirng.bQnh nhdn ndy. N6u c6 th6, n6n ngung dtng thu6c lqi tiCu ti 2 - 3 ngdy trudc
khi b8t dAu diAu tri bing enalapril. Chfic ndng thdn vir kali huy6t thanh cAn dugc theo d6i .

Li6u duy tri th6ng thucrng ld 20 mg m6i ngdy. LiAu duy tri t6i de li 40 mg m6i ngdy.

Suy tim/loqn ndng thdt tdi khdng triQu ch*ng:
Trong di6u tri

italishqp, dig
nan
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qua ban v0t itp N khdng co ha h 6p.tri
din

9u chfrng hodc hi0u qua sau kh

di6u tri vol enalapril trong bQnh SUv t1ffi, ne n t5ng I leu d6n I leu duy tri th6ng thucrng ld20 mg,
tang li6u niry n6n
chia lirm 2ldn.

dtrng m0t I an hoIc chia thdnh 2 leu ) theo khe ndng duno n?p cua bQnh nhAn Viec
dugc thgc hiQn trong khodng thdi gian ti, 2 d6n 4 tuAn. Li6u t6i da 40 mg mol ngey

T6ng liAu enalapril d bQnh nhdn suy tim/loqn ndng th6t tr6i kh6ng triQu chung c6 th€ thuc hi6n theo
b6ng sau:

TuAn Li6u (mg/ngny)

TuAn 1
Ngdy thir 1 d6n 3: 2,5 mglngity* dtng I li6u duy nh6t

Ngdy thf 4 d€n 7:5 mg/ngdy chia thdnh 2 liAu

TuAn 2 10 mg/ngdy ding 1 lAn duy nh6t hodc chia thdnh 2 li€u

TuAn 3 vi 4 20 mglngiry dirng I lAn duy nh6t ho4c chia thdnh 2 li6u

* CAn tuin tht c6c bi6n ph6p phdng ngira d4c biet o nhirng bQnh nhdn c6 chric ndng thfn bi suy
gi6m ho[c dang dirng thu6c lqi tiCu.

Huy6t 6p vd chric ndng th4n cAn dugc theo d6i chat ch6 tru6c vd sau khi bat dAu di6u trl vdi
enalapril yi hau qui h4 huy6t 6p vd (hi6m khi) suy th4n dd dugc b6o c6o. O nhirng b6nh nh6n dugc
di6u tri bing thu6c lgi ti6u,.n6n gi6m li6u n6u c6 thiS trudc khi bit diu diAu tr! vdi enalapril. Sg xu6t
hiQn cria h4 huytit 6p sau liAu khoi dAu cria enalapril kh6ng c6 nghia ld hA huytit rip s€ t6i di6n trong
khi di6u tri mdn tinh vdi enalapril vd khOng lo4i trtr viQc tii5p tgc sri dung thu6c. Kali huytit thanh vd
chfc ndng th6n cfing cAn duoc theo ddi.

Diiu chinh liiu trong suy thQn:

Th6ng thucrng khoAng c6ch gifra cic li6u duoc k6o ddi valho4c gidm liAu (dya vio dQ thanh thii
creatinin).
. .).
Li6u dirng trong suy th6n:

DQ thanh thii creatinin (CrCl) ml/phrit Liiju ban tl6u mg/ngiy

30 < CrCl < 80 ml/phfit 5-l0mg

10 < CrCl < 30 ml/phft 2,5 mg

CrC I I 0 m l/phIt 2,5 mgvho ngdy loc m6u*

* Enalaprilat c6 th€ th6m t6ch dugc. Li6u dDng viro nhirng ngdy kh6ng
chinh theo huytit 6p.

Diiu chinh liiu trong suy gon:

Enalapril thriy phdn thdnh enalaprilat c6 th€ bi chflm, nhrmg t6c dpng duoc
cdn chinh li6u.

:.
Ngttot cao tuot:

Li6u dtng phtr hqp vdi chric ndng thdn cria ngudi cao tu6i.
Trd em:

ch4y th4n n6n duoc didu

ly kh6ng thay d6i; kh6ng

Kinh nghiQm l6m sdng cdn h4 ch6 AOi vOi vi6c dtng enalapril d trd em b6nh cao huytit 6p.

o6i voi
nhdn vir

co th6 thu6c vi6n, I
Li€u bat dAu

dugc cho ttrn oD trd can cu t16n h6 so bQnh

dOn 5 0

trd em
hu

nuOt teu

cao la
chi dinh

cho h nh6n tir 20

Trang2l12
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vi 5 mg cho bQnh nhAn ] 50.kg. Enalapril duoc dung I

nhu cAu cua bQnh nhdn dOn t6i da ld 20 mglngdy d6i v6i
gdy. Li dung duoc chinh theo

40 mg chonguoi tt 20 kg d6n < 50 kg vi
nguoi > 50 kg.

Khdng khuyi5.n c6o dung enalapril cho trd so sinh vd trd em c6 vQn t6c loc cAu th4n < 30 mUphtt/1,73 m2
vi kh6ng c6 sin dfr liQu.

MQt sii luu f il{c biQt vG xfr Iy thu6c trufc vi sau khi sfr dgng thu6c:
l'

Kh6ng c6 y€u cdu dflc biQt vO xri Iy thu6c sau khi sri dgng.

Chiing chi ilinh:
Di ung hoflc qu6 m6n v6i enalapril hoflc v6i U6t ty thanh phAn ndo cria thu5c.
Pht m4ch kti moi Uit aau <Ii6u trivcri c6c ch6t fc cne aCp n6i chung.

Hgp dQng mpch thfln hai b6n th4n ho4c hgp dQng mach th6.n d ngudi chi c6 mQt th4n.
Hgp van dQng mach cht, vi bQnh co tim tic ngh6n ndng.

Ha huytit 6p c6 tru6c.

fhOi hqp v6i s6n
60 ml/phfrt/1,73m2

phAm chria aliskiren d b6nh nhAn d6i th6o cluong hodc suy thdn c6 GFR du6i

Phq nfi'c6 thai dang o 6 th6ng cu6i cira thai k!
Cinh b6o vi th$n trgng khi dtng thu6c:

Hq huydt ap cd triQu ch*ng
Ha huytit 6p c6 tri6u chimg hi6m th6y o bqnh nhdn tdng huy6t 6p kh6ng bitin chtmg. O nhirng bQnh
nhdn tdng huytit 6p dtng enalapril, h4 huyiSt 6p c6 tri€u chring c6 nhiAu khA n[ng xiry ra hryn n6u
bQnh nhdn bi gi6m th6 tfch miiu, nhu dtng thu6c lgi ti6u, chti a9 6n h4n ch6 mu5i, thAm ph6n, ti€u
chiy ho{c n6n. O nhirng bQnh nhdn suy tim, c6 ho{c kh6ng c6 kdm suy thfn, cld quan sat tn6y na
huy6t 5p c6 triQu chimg. Di€u ndy c6 nhi6u khi ndng xiy ra o nhirng bQnh nhdn suy tim ndng hcrn,
do dung thu6c lqi tiCu quai li€u cao, h4 natri.m6u ho[c suy chric ndng thQn. O nhfrng bQnh nhdn ndy,
n6n khoi dAu di€u trl dudi sy gi6m s6t y t6 vd bQnh nhdn phii ducy. c theo dOi m5i l6n chinh li€u
enalapril vd/hodc thudc lqi tir5u. Nhfing luu y tucrng tU c6 th6 6p dung cho bQnh nhdn bi thi6u m6u
cgc bQ hoac bgnh llf m4ch m6u n6o vi huytit 6p gi6rn qu6 mric c6 th€ d6n d6n nh6i m6u co tim ho{c
tai bi6n mpch m6u ndo.

N6u x6y.ra h4 huytit rip, n€n dflt benh nhdn d vl trf nim ng[ra v]r,.n6u cAn, n6n truydn tinh m4ch dung
dich mu6i ding tru<mg. Ha huytit 6p thoring qua kh6ng ph6i ld.ch6ng chi dlnh cho viQc titip tqc di6u tri
vd thucrng kh6ng c6 gi trd ng4i khi dung li6u ti€p theo khi huy6t 6p dd tdng l€n sau khi bn dt dich.

O mQt sO Uenn nh0n bi suy tim c6 huytit 6p binh tlucmg ho{c th6p, viQc gi6m huytit 6p to}rnihdn c6

th,5 x6y ra voi enalapril. T6c dqng ndy d6 du-o. c bi6t tru6c, vdr thuong kh6ng ph6i li ly do dC lghg
di6u tri. NCu h4 huy6t 6p tro n6n c6 triOu chirng, c6 th6 giim li6u vd/ho[c ngmg thu6c lgi ti6u val
ho[c enalapril.

Hep van dQng mqch chil hodc hgp van hai ld/BQnh co tim phi dqi

Nhu v6i tdt ctt c6c thu5c gidn mach, chc ch6rt ric ch6 ACE n6n dugc cinh b6o d nhirng bQnh nhdn

h9p van hai l6.vd nghEn ddng m6u ra khoi tdm th6t tr6i vir triinh dung trong trudng hqp s6c tim vir
t[c nghEn huy6t dQng dring k€.

Suy gidm chuc ndng thQn

Trong trudng hqp SUv th0n (do thanh thai creati nln 80 m l/phrit I enalapril ban can du-o. c

di€u theo thanh thai creatini bQnh nhAn (xem I leu bQnh

cnh0n
chinh

o
d0

Cdch he,u

n cua
va sau oo di eu

,), leu
chinh

cua
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nh6n. Theo d6i thucrng quy lucrng kali vd creatinin ld mQt cira viQc thdm khSm y khoa th6ng

thucrng cho c6c bQnh nhAn ndy.

Suy th4n dd.dugc b6o c6o li6n quan v6i enalapril vd. chir y6u o nhirng bQnh nhdn suy timn{ng hoflc

bQnh th4n ti€m An, bao g6m hep dQng mpch th4n. Nriu dugc ph6t hiQn klp thoi vir clugc di6u tr! thich
hqp, suy thfln k-hi t6t trqp diAu tri voi enalapril thuong c5 th6 trOi phpc.

MQt s6 benh nhan tdng huytit 6p, kh6ng c6 bi6u hiQn bQnh th4n tu tru6c dd tdng ur€ vi creatinin
trong m6u khi enalapril dugc dtng d6ng thoi vcyi thu6c lqi ti€u. C6 th6 cAn gi6m li6u enalapril
vd/ho{c ngLmg thu6c lqi ti6u. Tinh tr4ng niy c6 th6 nang hcrn n6u bQnh nh6n bi hep dQng m4ch thdn.

Tdng huyil dp do mqch mdu thQn

C6 nguy co tdng huytlt 6p vd suy than khi Qenh nhan bi hgq dQng m4ch thin hai b6n ho{c hgf dQne

mach d€n mQt th4n duy nh0t dugc di€u tri b[ng.thu6c r?c.ch6 ACE. Mat chric ndng th4n.c6 th6 xdy ra

chi vcyi nhirng thay d6i nh6 trong creatinin huy6t thanh..O nnfrng benh nhdn niy, n6n Uat aAu di6u tri
du6i sU girim s6t y t€ ch[t ch6 voi li6u thdp, di€u chinh li6u lugng cdn th4n vd theo d6i chric ndng th0n.

Ghdp thQn

Kh6ng c6 kinh nghiQm li€n quan d6n viQc srJr dqng enalapril cr bQnh nhdn vira ghdp t@. Do d6,

Xj":r:*diAu 
tri nhirng bQnh nhan niy bing enalapril. 

K
Hi6m khi di6u tri v6i cic thu6c ric chi5 ACE gdy ra hQi chimg vdng da, ri mQt ho[c vi6m gan v]r ti6n
trii5n dtin ho4i tu gan btrng ph6t d6n dtin ttr vong. Ccy chti cira hQi chimg niy chua bitit rO. Benh nhdn

dang dDng thu6c irc chti ACE bi vhng da ho{c tdng men gan n€n ngtmg thudc ric ch6 ACE vd dugc
theo d6i y t0 thich hqp.

Gidm bach ciu trung tinh/mrit bach ciu hqt

GiAm b4ch cAu trung tinh/m6t b4ch cAu hat, giAm ti6u cAu vi thi6u m6u dd dugc b6o c6o d nhirng
bQnh nhAn dirng thu6c ric chti ACE. O nhirng benh nh6n c6 chfc n[ng thQn binh thudng vd kh6ng c6

c6c y6u tO UiCn chimg kh6c, giAm b4ch cAu trung tfnh hii5m khi xily ra. Enalapril n6n du-o. c 1fr dgng
h6t sric thfn trong <r nhirng bQnh nh0n bi bQnh mach m6u collagen, dang di€u tr! ric ch6 miSn d!ch,
diAu tri bing allopurinol hoflc procainamid, ho[c ktit hqp c6c ytiu tO UiCn chimg ndy, ddc biQt ntiu
b€nh nh0n bi suy giim chric n[ng th6n tru6c d6. MQt s6 bQnh nhdn ndy bl nhiSm trirng nghi€m
trong, viri trudng hqp trong sO AO kh6ng d6p tmg v6i liQu ph6p kh6ng sinh dflc tri. Ni5u dung
enalapril o nJrirrg benh aft6n nhy, cAn theo d6i dinh ky sO lugng bach cAu vd benh nh6n cAn dugc
hudng d6n d€ b6o c6o bat k, d0u hiQu nhi6m tring nio.

Qud mdn cdm/Phil mach

Phir m4ch o qr4t, tay.chdn, m6i, ludi,,thanh m6n.valhoflc thanh quin dd duo. c b6o c6o 0 nhirng bQnh

nhdn dugc di€u tri b[ng thu6c ric ch€ men chuy6n angiotensin, bao g6m enalapril. TriQu chimg ndy
c6 th€ xiy ra tai bAt kj,thoi di€m ndo trong khi di6u tri. Trong trudng hqp ndy, cdn ngmg dtng
enalapril ngay l4p tric vir ti€n hdnh <Ii6u tri vir theo d6i thich hqp dC dAm bio ring c5c triQu chrmg
dugc gi6i quy6t hodn todn tru6c khi bQnh nh6n *u6t uign. Ngay cA trong trucrng hqp smg phu chi
khu- trfi d ludi, kh6ng gdy suy hd h6p, bQnh nh6n cAn duo. c titip tuc quan s6t vi viQc Aieu tri Uing
thu6c khing histamin vd corticosteroid c6 thd kh6ng d6p ung dir,
Trong vdri trucrng hqp r6t hi6m da ghi nhQn c6 tri vong do phu mach li€n quan d6n phu thanh quin
h96c nhil lu0i. BQnh nhdn pht crlu0i, thanh m6n hodc thanh.quin c6 th6 gdy tic ngh6n dup"g to
hdp, dflc biet d ntrfi'ng ngucri c6 ti6n str ph5u thuQt duong hO hAp. d nlfrng truong hqp n]ry, cAn di€u
tri c6p ciru ngay, c6 th€ bao g6m gi6i ph6p ti6m duoi da epinephrin 1: 1000 (0,3 ml dtin 0,5 ml)
va./ho[c c6c bi6n ph6p dim bno kip thoi.

c6 miiu da kh6cThu6c ric ch6 men o da ilen v6i cao hon O
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Nhirng bQnh nhAn c6 ti6n sft pht mach kh6ng li6n quan d6n cric thu6c ric chti men chufini6lh6E
nguy co cao bi pht m4ch khi dtng thu6c ric ch6 men chuy6n.

BQnh nh6n di6u tri d6ng thoi thu6c ftc ch6 ACE vd thur5c ilc ch6 mTOR (nhu temsirolimus,
sirolimus, everolimus) c6 th6 tdng nguy co phi mach.

Phdn ilmg phdn v€ trong qud trinh gidi mdn cdm Hymenoptera
Hii5m g?p bQnh nh6n dirng thu6c fc chti ACE bi phdn ung d4ng phin vQ de doa tinh mang trong khi
dang di6u tr! gi6i m6n c6m vdi noc dQc Hymenoptera. O6lrAnh c6c phin irng ndy t4, ,gtrng di5u tri
thu(ic ric ch6 ACE trudc m6i tAn gidi m6n c6m.

Phdn ung phdn vQ-khi ly trich lipoprotein ry trqng thiip (LDL)
O vdi trudng hop hi6m, bQnh nhdn dang dilng thu6c irc chi5 ACE trong khi ly. trfch lipoprotein tj,
trqng th6p (LDL) bing dextran sulfat c6 th€ c6 ph6n ung d4ng phin vQ de dga di5n tfnh mang. C6 the
trdnh cdc phin fng ndy bing c6ch tam ngirng dtrng thudc irc chii ACE tru6c m6i tAn ly trfch.
B€nh nhan chqy thdn nhdn tqo

C6c ph6n.img dang phdn vQ dd duoc ghi nh4n.o bQnh. nhdn thAm phdn m6u v6i ming thAm,oh6n c6
t6c d0 th6m ph6n cao (nhu lA AN 69@) vd diAu tri d6ng thoi v6i mQt thudc irc ch6 ACE. O nhirng
bQnh nh6n niy cAn xem x6t viQc sft dgng mQt loai mdng thAm phdn kh6c ho6c nh6m thu6c diAu tri
t[ng huy6t 6p kh6c.

Hq dudng huyiit

BOnh nhAn d6i th6o ducrng dang dirng thu6c u5ng tri d6i th6o dudng hoflc insulin, n6n ki6m so5t chflt
ch€ mric duong huy6t d4c bigt ld trong th6ng dAu diAu tri ph6i h-o. p vdi thu6c ftc ch6 men chuy6n.

Ho
Ho dd du-o. c ghi nhpn khi sti dpng thu6c fc cfre ACp. Di6n hinh li ho khan, dai ding vd tr,r h6t khi ngung
thui5c. Ho do thuiSc ric cn6 eCE, phii du-o. c xem xdt khi chAn do6n phdn biQt nguy6n nhdn g6y ho.

Phiu thuqt/Gdy mA

O benh nhdn dai ph6u ho[c trong khi gdy mC v6i c6c thu6c ldm h4 huyi5t 6p, enalapril c6 th€ fc ch€
sU t?o thdnh angiotensin II thf phrit do ph6.ng thich renin btr tru. N€u ha huytit 6p xtty ra vir dugc
nghi li do co chi5 ndy thi c6 th6 tli6u chinh bing c6ch b6i hodn th€ tich tuAn hoirn.

Tdng knli mdu

Ea gh] nhdn sg tdng ndng dQ kali trong huy6t thanh o bQnh nh6n di€u tri bing thudc ri'c chti ACE,
bao gtim ci enalapril.Cdc ytiu tO nguy co t6ng kali miiu bao gtim suy thdn, suy gi6m chric ndng
th4n, tu6i (> 70 tu6i), d6i th6o dudng, c6c tinh tr4ng li6n quan, dflc biet mdt nu6c, m6t btr tim c6p

tfnh, nhi6m toan chuy6n h6a vh sft dpng d6ng thdi thu6c loi tiOu git kali (nhu spironolacton,
eplerenon, triamteren, ho{c amilorid), ch6t bd sung kali ho{c ch6t thay th6 mu6i chria kali; ho6c
nhirng bQnh nh6n dtrng cric loai thu5c kh6c li6n quan d6n t[ng kali huy6t thanh (nhu heparin). ViQc

su dgng cdc ch6,t bO sung kali, thu6c lqi tieu giir kali, ho{c c6c ch6t thay thii mu6i chria kali d4c biQt

o nhirng bQnh nh6n c5 cht?c ndng thAn suy giAm c6 thO d6n d6n t[ng d6ng t<C tcati huy6t thanh. Ting
kali m6u c6 th€ gdy ra
thdi enalapril vd bAt kj,
ddithucrng xuy6n n6ng

chring loan nhip tim nghi€m trgng, d6i khi gdy tri vong. N6u sri dgng
t6c nh6n niro n6u tr€n dugc coi ld cAn thi6t, n€n su dqng th6n va
d0 kali huy6t thanh.

d6ng
theo

Lithi
N6i chung kh6ng khuy6n c6o ktSt hqp lithi v6i enalapril.

Sqr phong tda kdp cila h€ thiing renin-angiotensin-aldosteron (RAAS)

C6 bing chimg cho th6y viQc sri dgng d6ng thdi c6c ch6t uc ch6 ACE, thu6c chgn thq thO

angiotensin II holc aliskiren ldrm tdng nguy co tut huy6t 6p, tdng kali m6u vh giim chr?c ndng thAn
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cA suy th4n c ). Sg phong t6a kdp cta RAAS th6ng qua viQc sri dpng hqp cric uc
ACE, thu6c chgn thp th6 angiotensin II ho{c aliskiren do d6 kh6ng dugc khuytin c6o.

N6u diAu tr! phong toa kdp dugc coi ld hodn todn cAn thi6t, diAu ndy chi n6n xiy ra du6i sy gi6m s6t

cta chuy6n gia vi thuong xuy€n theo d6i chpt ch6 chfrc ndng th4n, diQn gi6i vi huy6t 6p.

Kh6ng n0n dtrng d6ng thoi c6c thudc irc chi5 ACE vi thu6c chgn thg thi5 angiotensin II o bQnh nhAn

c6 bQnh th4n do ti€u ducrng.

Lactose

Thu5c ndy chira lactose: BCnh nhdn c6 v6n de di truyen hi6m gip v€ kh6ng dung n4p galactose,
thi6u enzym Lapp lactase ho[c kdm hAp thu glucose-galactose kh6ng n€n dirng thu6c niy.
Tri em

Kinh nghiQm ve hiqu qui vi an todn 0 tr6 em tdng huy6t 6p , 6 tu6i cdn h4n ch6, nhmg kh6ng c6
kinh nghiQm trong c6c chi.d!nh kh6c. SO tieu dugc dQng hgc h4n ch6 o tre em tr€n 2 th6ng tu6i.
Enalapril kh6ng dugc khuy6n c6o d tr6 em trong c6c chi dinh khdc so vdi tdng huytit rlp.

Enalapril kh6ng dugc khuy6n c6o 0 tr6 so sinh vd o nhirng bQnh nhi c6 t6c ttO lqc cAu thpn
< 30 ml/phfitll,73 m2, vi kh6ng c6 sEn dfr lieu.

Mang thai
C6c thu6c ric chr5 ACE kh6ng n6n duoc dirng trong khi mang thai. Trir khi di6u tri ric chti ACE titip
tqc duoc coi ld cin thii5t, bQnh nh6n dU dlnh mang thai n€n duoc thay dOi tnuOc di6u tr! ha huy6t 6p

kh6c d€ st dpng trong thai ky. Khi ph6t hiQn c6 thai, n6n ngimg ngay lpp tric vi€c diAu tri bing
thu6c irc ch6 ACE, vd, n6u thich hqp, n€n bat dAu <tiAu tr! thay thti bing thu6c kh6c.

Khdc bi€t vi chilng rQc

Cfrng nhu c6c thurSc fc ch6 ACE kh6c, enalapril duong nhu kdm hiQu qu6 trong viQc h4 huy6t 5p o
nguoi da den so v6i tr€n c6c nh6m bQnh nhdn mdu da kh6c, c6 th0 le do tr4ng th6i renin th6p chi6m
tj'lQ cao o nh6m bQnh nh6n da den tang huy6t 5p.

Sfr dgng thu6c cho phg nfr c6 thai vir cho con bf :

Thdi W cd thoi:
Gi6ng cdc chdt ftc cht5 ACE khric, enalapril c6 thO gdy bQnh vir tir vong cho thai nhi vd trd so sinh
khi nguoi me mang thai su dung thudc.

Sri dgng thu6c trong 3 th5ng giira vd 3 th6ng cu5i c0a thai kj, c6 th€ gdy bQnh d6n d6n chi5t thai vd
t6n thuong cho tre so sinh, g0m: H4 huytit 6p, gi6m sin so so sinh, suy thfn hOi phuc hopc kh6ng
hOi phpc vlr tri vong.

Phdi ngrmg dirng enalapril cing sdm cdng t5t sau khiph6t hiQn c6 thai.

Php nir c6 kh6 nlng mang thai hodc dang sri dung c6c biQn ph6p trrlnh thai n€n tham kh6o ;i ki6n b6c
s! cAn thdn trudc khi di€u tri v6i thudc ndy.

Thdi W cho con bil:
Enalapril bditi6t vdro sira me. V6i li6u tli6u tri th6ng thudng, nguy co vC tric dung c6 hai cho tr6 bir
sira me r6t th6p.

Anh hu0ng cira thu5c l6n khf, nlng l6i xe, vfn hinh m6y m6c:
ve ocChua co bdng chung Anh huong cua th u l0n kha nSng t6i XE, v?n hirnh mhy m6c, tuy nh 6n, nen

thAn trong vi trong thoi gian udn

Tuorng t6c, tucrng ky cta thu5c:

(}
b thu6c co the bi eu h en nh r?c dAu, ch6ng

Tucrng tic cfra thu6c vdi c6c thu6c khfc vh c6c lo4i tucrng t:lc kh6c:

mat, mot
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Dfr liQu tht nghiQm lAm sdng cho th6y su phong toa k6p cta hQ th6ng renin - angiotensin -
aldosteron (RAAS) th6ng qua viQc sri dr;ng k6t hqp cdc chdt ric ch6 ACE, thu6c ric chti thp the
angiotensin II hodc aliskiren c6 li6n quan vdi tAn s5 cao hcrn cta cic t6c dung phu nhu h4 huy6t 6p,
tdng kali milu vlr gi6m chfc ndng th0n (bao g6m suy thdn c6p) so v6i vi6c chi dirng mQt ch6t RAAS.
Thudc lqi fiAu gift knli hoqc chiit bii sung kali
Circ ch6rt ric chi5 ACE ldm gi6m su m6t kali do lgi ti€u. Thudc lgi ti6u giir kali (nhu spironolacton,
eplerenon, triamteren ho{c amilorid), chdt b6 sung kali ho[c ch6t thay thi5 mudi chira kali c6 the d6n
d6n tdng d6ng k€ kali huytit thanh. N6u sri dpng d6ng thoi dugc chi dinh do dd x6c dinh ha kali m6u,
n€n theo ddi ngudi bQnh chpt ch6 vd thuong xuy6n theo ddi n6ng dQ kali huytit.
Thuiic lqi ti1u (huiic tqi fieu thiozid hofic thu6c lqi fiAu quai)

Sry phong tda kdp cua h€ th6ng renin - angiotensin - aldosteron (RAAS)

Di6u tri trudc bing thu6c loi ti€u lidu cao c6 th€ d6n d€n sut tfch vh nguy co
bat dAu di0u tr! bang enalapri huytit

A.
muol

gidm b[ng c5chl. Circ t6c dung ha iry c6

gi6m th6
th6 duoc

tpt huy6t 5p

ngirng thu6c
khi

ti6u, bing
enalapril.

c6ch tdng th6 tich ho[c tlng dirng ho4c b[ng c6ch bit dAu di6u trl vdi

Cdc thu6c bt 619 cao huy6t dp khdc

ViQc sft dung d6ng thdi c6c thudc ndy c6 th€ lim t[ng tiic dung ha huy6t rip cria enalapril
thdi v6i nitroglycerin vi c6c nitrat kh6c, ho{c c5c thu6c gi6n m4ch kh6c, c6 thO ldm gidm

Lithi
Sg gia tdng n6ng dO v+ dQc tfnh cta lithi trong huy6t thanh c6 h6i phgc dd dugc ghi nhQn.khi dirng
d6ng thoi lithi v6i thu6c ric ch6 ACE. Khi dirng chung thu5c.lgi ti6u loai thiazid vdi thu6c ftc chti
ACE c6 thC lam ting nguy co d6c tinh cta lithi. Kh6ng khuytin c6o dirng enalapril chung v6i lithi,
nhmg ntiu cAn thi6t phii k6t hqp thi phdi theo d6i cAn th4n mftc lithi trong huy6t thanh.

Thuiic chting trdm cdm 3 vdng/Thuiic ch6ng loqn thdn/Thuiic gay mA

Khi dtrng chung thu6c gdy m€, thu6c ch6ng trAm c6m 3 vdng vi thuiSc ch6ng lo4n thAn vdi thuOc ric
ch6 men chuytin c6 th6 d6n dtin gi6m huytit iip hon nira.

Thuiic ch6ngvi1m kh6ng steroid Q'{SAID) bao gdm cdc chdt trc chd chpn lpc Cyclooxygenase-2 (COX-2)

Thu6c ch6ng viOm kh6ng steroid (I{SAID) bao g6m thu6c ric ch6 chon loc cyclooxygenase-2 (thu6c
ric chti COX-2) c6 th6 ldm giim t6c dr,rng cria thu5c lqi tiCu vir c6c lo4i thu6c ch6ng tdng huy6t 6p

kh6c. Do d6,tic dqng chOng t[ng huy6t 6p c0a thu6c AOi nrang thU th6 angiotensin II ho[c thu6c ric
cn6 aCp c6 th6 bi suy yi5u boi NSAID bao g6m cdc chlrtfc ch6 chgn lgc COX-2.
Dirng ddng thoi NSAID (bao g6m thu6c ric ch6 COX-2) vd.thudc aOi mang.thu th6 angiotensin II
ho4c thu6c irc ch6 ACE gdy t6c dQng cQng hgp ting kali huy6t thanh vd d6n d6n suy gi6m chfc ndng
th4n. C6c t6c dQng ndy thudng c6 th6 hOi ph.pc. Hi6m khi, suy th6n c6p c6 th6 xiy ra, dflc biet le o
nhirng.bQnh nh6n bl suy chric n[ng th4n (ching h4n nhu nguoi gid hoflc bqnh nh6n bi suy giim th6
tich, kr5 ci nhirng ngudi dirng thu6c lqi tiCu). Do d6, sy ph6i hgp n€n dugc dDng thQn trong o nhirng
bQnh nh6n bi suy chfrc ndng thQn. BQnh nhdn cAn dugc b6 sung nudc dAy tili vd n6n c6n nh6c d€ theo
d6i chric n[ng th4n khi bat dAu di6u tri k6t hop vir dlnh kj, sau d6.

Vdng

Phdn ung nitritoid (triQu chung bao g6m do birng m[t, bu6n n6n, n6n v]r hq huy6t 6p) da dugc b6o
- ,.i

c6o x6y ra tuy hi6m sau khi sr? dung vAng du6i d4ng ti6m (nhu natri aurothiomalat) o bQnh nhAn

di€u tri d6ng thoi v6i thuiSc ric ch6 ACE bao g6m ci enalapril.

Thu6c *c ch| nTOR
nhdn dtn dOn thoi thu6c irc ch6 mTOR nhu temsirolimu sirolirn everolimus c6 th€

dOng
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ldm t[ng nguy ctl phtr mach.

Giao cdm
t .t

Thu6c gi6ng giao cim c6 th6 lim giim t6c dpng di6u tri tdng huy6t 6p cria thu6c ric ch6 men

chuyiSn.

Thu6c fti ddi thdo duong

C6c nghiCn cuu dich t6 hgc cho ring ding d6ng thoi thui5c ric chti ACE vd thu6c tri d6i thSo duong
(insulin, thu5c h4 ttucrng huy6t d4ng u6ng) c6 th6 lhm tdng tric dgng h4 duong huy6t v6i nguy co tut
duong huy6t. HiQn tugng niry duong nhu c6 thd xiy ra nhid:u hcrn trong nhffng tuAn dAu diAu tri ktit
hgp vd o bQnh nh6n suy thdn.

Rwtvu

Ruou ldm tdng tric dgng h4 huytit 6p cta cic chdt ric chti ACE.

Acid acetylsalicylic, thu6c mn huy& khai vd thuiic chgn bata

Enalapril c6 th6 st dpng d6ng thoi vdi acid acetylsalicylic (o c6c li6u dtng cho benh lf tim m4ch),
thuOc tan huy€t kh6i, thu6c chen b€ta.

Tri em

C5c nghiCn criu tuong tiic chi dugc thgc hiQn o nguoi l6n.

Tuong ky cfia thu5c:
Do kh6ng c6 cdc nghiCn cfu vA tinh tuong ky cta thu6c, kh6ng trQn l5n thu6c ndy vdi c6c thu6c khric.

T6c dung khdng mong mu5n:
C6c phAn rmg c6 hai clugc phdn nh6m theo tAn su6t: R6t thuong gap (ADR > l/10), thuong gap (1/100

: ADR < 1/10), it gilp O11.000 S ADR < l/100), hii5m gflp (1/10.000 S A.DR < l/1.000), r5't hitim gap
(ADR < 1/10.000); kh6ng th6 udc lugng tAn su6t dugc liQt k0 "Chua 16 tAn su6t".

ADR thuong nhg vd thoring qua nhmg c6 khoing 3% d€n 6Yo nguiti ding thudc phdi ngtmg diAu tri.
Dd c6 bi6u hiQn hp huyiit 6p triQu chrmg kh6 n4ng sau khi dirng li6u enalapril dAu ti€n; c6 d6n 2 - 3%

i ..
s6 nguoi trong c6c thri nghiQm l6m sdng phdi ngrmg di6u tri, dic biQt v6i nhirng ngudi suy tim, ha
natri huy6t, vd v6i ngudi cao tu6i dugc di6u tri <l6ng thdi vdi thu6c lqi ti6u.
O nguoi suy tim sung huyi5t thudng xu6t hiQn ha huytit 6p triQu chimg, ch&c n[ng.thAn x6u di vd

tdng n6ng d0 kali huy6t thanh, d{c biQt trong thdi gian dAu dDng enalapril o ngudi di6u tri d6ng thoi
vdi thu5c loi ti€u. Chric nlng thdn x6u di (tdng nh6t thdi ur6 vd t[ng n6ng dQ creatinin huy6t thanh)
dd xiy ra d khoing 20o/o nguiti tdng huy6t 6p do b6nh thdn, dac biet <r nhirng ngudi hgp d6ng m4ch
th4n hai b6n ho{c hgp dQng m4ch thdn 0 ngudi chi c6 mQt thpn.

Riit thuong gfip
ROi loqn hQ thAn kinh: Ch6ng m{t.
R6i lo4n mat: IUd mat.

R6i lo4n hO h6p, lting nguc vi trung th6t: Ho.

ROi lo4n tiOu h6a: BuOn n6n.

C6c r6i lo4n t6ng qurit vd tinh trang t4i ch6: Suy nhugc.

Thmng gQp

R6i loqn t6m thAn: Phi6n muQn.

ROi lo4n h0 thAn kinh: Nhric dAu, ng6t, thay d6i v! gi6c.

R6i lopn ti€u ho6: Ti6u chiy, dau bung.

R6i lo4n tim m4ch: Dau nguc, r6i loan nhfp, dau thlt nguc, nhip tim nhanh
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loan mach m6u: Ha 6p (bao h4 itp d[ng)
ROi lo4n hO h6p, l6ng ngyc vd trung th6t: fh6 tho.
R6i lo4n da vd m6 duoi da: Ph6t ban, qu6 m6n cdmlphtr mach: Ph[ m[t, tay chdn, mdi, ludi, thanh
m6n valhoic thanh quin dd dugc brio c6o.

C6c r6i lo4n t6ng quilt vh tinh tr4ng t4i ch6: MQt m6i.
Xdt nghiQm: TIng kali m6u, tdng creatinin huytit thanh.
!-
tt gap

ROi lo4n m6u vd hQ bach huy6t: Thi6u m6u (bao g6m cA thi6u m6u b6t san vd tan m6u).

n6i lo4n chuy6n h6a vi dinh du0ng: H4 dudng huy6t.

ROi lo4n t6m thAn: NhAm ldn, cdng thing, m6t ngir.

ROi lo4n hQ thAn kinh: Bu6n ngu, di c6m, ch6ng m[t.
ROi lo4n tai vi m€ cung: U tai.
ROi lo4n tim mach: E6nh tr6ng nguc, nh6i m6u co tim hoflc tai bi6n mach m6u ndo, c6 thC Ie thft
ph6t do ha huytit 6p quri mric d nhfing benh nhdn c6 nguy co cao.

n6i lo4n mach m6u: D6 bimg, h4 huytit 6p thti dune.
R6i_lo4n h6 h6p, l6ng nggc vd trung th6t: 56 mfii, vi0m hgng vd khdn gigng, co thit ph6 quin/hen
suyen.

ROi lo4n ti6u hoii: Tic ruQt, vi6m tgy, nOn mtra, kh6 ti€u, t6o b6n, bitlng dn, kich tmg da ddy, kh6
mi6ng, lo6t d4 ddy t6 trdng.

Rdi lo4n da vi m6 du6i da: To6t m6 h6i, ng['a, n6i m0 day, rpng t6c.

ROi lo4n co xucrng vd m6 li6n k6t: Co cimg co (vgp bd).

ROi lo4n th4n vd titit niQu: ROi lo4n chric ndng thdn, suy thin, protein niQu.

ROi lo4n hQ th6ng sinh s6n vir tuy6n vri: LiQt ducrng.

C5c r6i lo4n t6ng qu6t vd tinh tr4ng t4i ch5: Suy nhucr. c, s5t.

X6t nghiQm: Tdng ur6 m6u, h4 natri m6u.
--.:ITtem gqp

ROi loan m6u vd hQ bach huytit: Gi6m b4ch cAu trung tinh, gi6m hemoglobin, giim hematocrit, gi6m

ti6u cilI m6t b4ch cAu h4t, giim triy xuong, thi6u m6u b6t sen, bQnh hach b4ch huy6t, bQnh tg miSn

dich.

ROi lo4n t0m thAn: Gi6c mo b6t thulng, ri5i lo4n gi6c ngu.

ROi lo4n m4ch m6u: HiQn tugng Raynaud.

R6i lo4n hO hAp, lting ngyc vh trung th6t: Thdm nhiSm ph6i, vi€m mfri, vi6m ph6 nang d[ ring/viCm
ph6i tdng b4ch cAu ua eosin.

ROi lo4n ti6u ho6: Vi€m miQng/lodt miQng, vi6m ludi.

R6i lo4n gan m{t: Suy gan, viOm gan - ho[c le t6 beo gan ho[c ir mflt, vi€m gan bao gdm ho4i tu, ri
m4t (bao g6m vdng da).

ROi loqn da vlr m6 du6i da: H6ng ban da d4ng, hQi chimg Stevens-Johnson, vi6m da tr6c vAy, hoai

ttr bi€u bi nhi6m dQc, pemphigus, d6 da.

ROi lo4n th4n vd ti6t niQu: it nu6c ti6u.

ROi lo4n hQ th6ng sinh sin vd tuy6n vri: To v[ d]rn 6ng.

X6t nghiQm: T[ng men gan, ting bilirubin huy6t thanh.

Rtit hiAm gdp
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i loan ti€u ho6: Phtr mach ruQt.

Chua rd tin sudt

R6i lo4n nQi ti6t: HQi chrmg titit hormon ch6ng bii niQu kh6ng pht hqp (slADH).

R6i lo4n da vir m6 duoi da: Mgt triqu chung phr?c t4p dE dugc b6o c6o c6 th€ bao g6m mQt s6 ho4c

tdt cd nhfrng diAu sau ddy: S6t, vi6m thanh m4c, vi6m m4ch m6u, dau c.o/vi6m co, dau khcrp/viCm

khdp, ANAlucrng tinh, tlng ESR, t6ng b4ch cAu ua eosin vh tdng bpch cAu. Ph6t ban, nh4y cim iinh

s6ng hoic c6c bi€u hiQn ngodi da kh6c c6 th6 xAy ra.

Qud lii:u vir c{ch xfr tri:
Qud liiu; Tdi liQu vt, qu5 lidu cua enalapril 6 ngudi con h4n ch6.

D[c diOm n6i b4t cira quri lidu enalapril ld ha huytit 6p n[ng.

Xu tri: Khi xiy ra qu6 lidu, n6n ngtmg diOu tri bing enalapril vir theo

dung c6c biQn phrip diAu tri triQu chimg vd h6 trg nhu gdy n6n rua-d4

tucmg vir natri clorid.dC duy tri huydt 6p vd di€u tri mdt cdn bdng diQn

lo4i enalapril kh6ituin hoirn.

D{c tinh dugc lgc hgc:

Nh6m dugc lf : Thu6c ch6ng tdng huy6t 6p - Thu6c irc ch6 men chuy6n angiotensin.

Md ATC: C09AA02.

Enalapril ld thu6c ric chti men chuy6n angiotensin, c6 t6c dpng nhd e.nalaprilat ld ch6t chuyiSn h6a

cua enalapril sau khi uOng. Enalapril lim gi6m huy6t 6p o ngucri luy4t 6p binh t!*Tg,nguoi tdng
huy6t 6p, vh c6 t6c dr1ng t6t d6n huy6t dQng cr ngudi suy tim sung huy6t, chir y€u do frc ch€.hQ renin
- angiotensin - aldosteron. Enalapril ngdn c6n angiotensin I chuy6n thdnh angiotensin II (ch0t gey cg

m4ch m4nh) nhd ric ch6 men chuy6n angiotensin (ACE). Enalapril cfing lhm giim aldosteron huy6t
thanh d5n dtin gi6m gifr natri, lirm tang hQ gi6n m4ch kallikrein - kinin vd c6 th€ lim thay d6i chuy€n

h6a ch6t prostanoid vd ric cnti ne thAn kinh giao cim. Vi.enzym chuy6n d6i angiotensin giir m6t vai
trd quan trgng phin hiry kinin, n€n enalapril cfrng ric ch€ ph6n huy bradykinin. Vi bradykinin cfrng
Ii mQt chat gay gi6n mach manh, hai t6c dgng ndy ctra enalapril c6 th6 gi6i thfch t4i sao kh6ng c6
m6i li6n quan ty lQ thu4n giira n6ng dd renin vd d6p rmg l6m sirng v6i di6u tri enalapril.

O nguoi tdng huyi5t 6p, enalapril lim giim huytit 6p bing c6ch ldm giAm sirc cin todn bQ ngo4i vi
kdm theo tdng nhg ho[c kh6ng tdng t6n s6 tim, luu lugng tim thu ho[c luu lugng tim. Thu6c gdy
gi6n dQng mach vd c6 th6 ci tinh mach. Enalapril thucrng lim gi6m huy6t 6p t6m thu vh t6m trucrng
khoing 10 - 15% o ci hai tu th6 nim vi ngOi. Ua huy6t 6p tu th6 drmg vi nhfp tim nhanh it khi x6y
ra, nhrmg thucrng hay gip hon d nguoi gi6m natri m6u hodc giim th6 tfch m6u.

O nguoi suy tim sung huy6t, enalapril thudng ph5i hqp vcri glycosid tim vh thu5c loi ti6u, ldm giim
sirc cin todn bQ ngoai vi, 6p lyc d6ng mach ph6i bft, kich thu6c tim, vd 6p lgc dQng m4ch trung binh
vit itp luc nhi phni. Chi s5 tim, cung luong tim, th6 tfch t6m thu vir dung npp ging sr?c gia t[ng.
Enalapril giim h4u g6nh bi ting cao. Phi dai thdttrai gi6m sau 2 - 3 th6ng dtng thuOc irc chti enzym
chuy6n angiotensin, vi angiotensin II ld mQt chAt kich thfch manh tdng truong co tim.
Luu lugng mriu th6n c6 th€ tdng, nhmg d0 lqc cAu th{n thudng kh6ng ddi trong qu5 trinh di€u trl
bing enalapril. Nito ur6 m6u (BLIN) vd creatinin huytit thanh d6i khi t[ng khi diAu tri bing enalapril
lAu ddi, nhumg hay gflp hon o ngudi c6 t6n thucrng thdn tu tru6c ho[c 0 nguoi tlng huy€t rlp do m4ch
thQn. Ngodi ra, chfrc ndng thin c6 th6 x6u di r5 r€t trong khi di€u tr! bing thu6c irc ch6 ACE d ngudi
c6 th4n tudi m6u kdm bi n{ng tir tru6c.
O nguoi d6i th6o dudng, enalapril dd chtrng t6 lim gi6m bdi ti6t protein - ni6u. Enalapril cfrng cld chimg
t6 ldm tdng dQ nh4y c6m voi insulin o nguoi tdng huy6t 6p bi hoflc kh6ng bi d6i th6o duong.

d6i ngucri bQnh ch+t ch6, rip
diry, truy€n tinh m4ch huy6t
gi6i. ThAm t6ch m6u c6 th6
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Enalapril khOng ldm gi6m chu

Eic tinh duqc tlQng hgc:

h6a lipid cri mfc dQ ndo.

Hiip rhu: Sau khi u5ng, khoing 600/o lid:u enalapril dugc h6p thu tir dudng tiOu h6a. \6ng dQ dinh
ctia thu6c trong huy6t thanh d4t dugc trong vdng 0,5 - 1,5 gid. Nua ddi thii trir c0a thu6c khodng I 1

gid. T6c dung huy6t dQng hgc kdo dii khoing 24 gid. Thric in khOng inh hucrng t6i h6p thu thu6c.
Sau khi h6p thu, enalapril dugc thfiy ph6n nhi€u o gan thdnh enalaprilat. NOng dQ dinh cria
enalaprilat trong huy6t thanh xu6t hiQn trong vdng 3 d6n 4 gio.

Udng 1 Iidu enalapril thudng ldm h4 huy6t 6p 16 khoAng 1 gio sau khi ui5ng, h4 t6i da trong 4 - 6 giir
vi thudng k6o ddi trong vdng 12 - 24 gid. Huy6t 6p c6 th6 gi6m ttr tt vd phdi di€u tri mQt s6 tuAn
m6i d4t dugc t6c dgng dAy dti.

T6c dr;ng huyiit d6ng cria enalapril bat dAu chdm hon vd kdo ddi hcrn so vdi captopril. O nguoi suy
tim sung huy€t, t6c.dpng huyOt dQng cfia enalapril 16 trong vong 2 - 4 gio vd c6 th6 k6o ddi 24 giit
sau khi u6ng m6t li6u.

Phdn phiii: Khoing 50 - 60% enalapril li6n kt5t v6i protein huytit tucrng.

ChuyAn h6a, thdi trie: Khotng 60% liAu u6ng bdi ti0t vdo nu6c ti6u o d4ng enalaprilat vh dang

kh6ng chuy€n h6a, ph6n cdn lpi cria thu6c ddo thAi theo ph6n.

Cric d6i tuqng dflc biQt:

Suy thQn

Sy titip xfrc cta enalapril vir enalaprilat duoc tdng l6n o bQnh nhdn suy thQn. O bQnh nhdn suy th{n
tir nhe d€n trung binh (dQ thanh th6i creatinin 40 - 60 ml/phrit) AUC c0a enalaprilat 0 trang th6i 6n

dinh cao hon kho6ng hai l6n so v6i bQnh nhdn c6 chric ndng thdn binh thuong sau khi dtng 5 mg
m6i ngdy mQt lAn. Trong suy thfn nang (d0 thanh thii creatinin < 30 ml/phrit), AUC t[ng khodng 8
lAn. Nrla doi hiQu qui cria enalaprilat sau nhi6u li6u enalapril maleat kdo ddi o bQnh nhAn suy thf,n
npng vdthdi gian dpt tr4ng th6i 6n dinh bi chflm l4i. Enalaprilat c6 th6 dugc loai bo khoituAn hodn
chung bdng c6ch thdm t6ch m6u. DQ thanh thii lgc mi.u 62 ml/phirt.

Suy gan

O bqnh nhAn suy gan, viQc lo4i bo enalaprilat c6 thd k6o dii. Qu6 trinh thriy phdn enalapril thinh
enalaprilat c6 thO bi chflm vir/ho5c suy gi6m o bQnh nhdn suy gan ndng.

Ngudi cao tudi
Ngudi cao tui5i c6 th€ chric n6ng thf,n suy gi6m, li€u dirng n€n di6u chinh phtr hqp v6i chric
thfln ctia ngudi cao tul5i.

Trd em vd thanh thidu niAn

MQt nghiOn criu dugc dQng hqc da li6u duoc ti6n hdnh o 40 bQnh nh6n nam vd nir ting hu
tu6i tir 2 thdng tu6i d6n < 16 tu6i sau khi u6ng hdng ngiy tir 0,07 d6n 0,14 mg/kg

y6t ap ae

maleat. Kh6ng c6 sy kh6c biQt l6n trong dugc dQng hgc c0a enalaprilat d trd em so v6i dir lie
nguoi lon. C6c dfi' lieu cho th6y sg gia ting AUC (li€u tinh theo trgng lugng co th6) tdng
tu6i; tuy nhi€n, sg gia t[ng AUC kh6ng dugc quan s5t thAy khi dir liQu dugc chuAn h6a boi diQn

bO mdt co th6. O trpng th6i 6n dinh, nria ddi hiqu qu6 trung binh dO tfch lfiy enalaprilat ld 14 gio.

Phu nic cho con bil
Sau khi ul5ng mQt

.).
leu duv n hat 20 mg enalapril o nam ph u nr sau sinh nono oo t6i oa trung binh

cua enal apn tron (}
b sfra le le 1 7 psll (ch6nh lQch tir 0 54 dOn 5 ,9 pgll ), 4 dtin 6 ob o sau khi

uong Nong oo
,|,
to da trung binh cua enalapri lat trong

i6m kh6c
sfi'a IA 7 pEll (chdnh lech khoAng I 1

)a d6n 2,3
u.gll). N,ong do toi da tai cac thdi d nhau (} khoAng thdi gian sid Su dung

SE aou muc sta cao
thu dugc

ti6u
t.

tol da uoc tinh cua
tron

tre SO sinh bI sira
24

ii
'c

):
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0,16Yo I theo c6n ndng cta me

MQt nguoi phq nir dd u6ng 10 mg enalapril m5i ngdy trong 11 th6ng c6 nting dQ enalapril trong sira

cao rrlr6t ld2 pgll4 gid sau khi udng vi n6ng dQ enalaprilat cao nhdt ld 0,75 pgfl khodng 9 gid sau

khi u6ng. T6ng luqng enalapril vd enalaprilat do dugc o sira trong thdi gian 24 giit ld 1,44 pg/l vd
0,63 ltgll,tuong img.

N6ng dQ enalaprilat trong sira kh6ng con ph6t hiQn dugc (< 0,2 p,glD a gid sau khi u6ng mQt IiAu

duy nh6t enalapril 5 mg o mQt bd me vd 10 mg o hai bd me; nting dQ enalapril kh6ng dugc x6c dinh.

Qui cich cl6ng g6i: HQp 3 vi x l0 vi€n ndn.

HQp 6 vi x 10 vi€n n6n.

HQp l0 vi x l0 vi6n ndn.

Di6u kiQn bio qufrn, h4n dtng, ti6u chuin chdt luqng cria thu5c:
Di6u kiQn bio quin: OC O nnigt d0 du6i 300C, tr6nh Am vd 6nh s6ng.

H4n dtng cfra thudc: 36 th6ng k€ tir ngdy sin xu6t.

Ti6u chuAn ch6t lugrrg: TCCS.

TOn, dia chi cta ccr sO sin xu6t thu6c:

C6ng ty CP Du6 phim Agimcphrm
27 Nguy&n Th&i l{gc. P. *t} 8lnh,TP. Long Xuy€n, An Ciang
Sin xuit tpi: Chi phtah C0rg t-v CP DuVc phim Agimcrphrrm
ltht mty rin ruit Dngc phlm Agimcrphrm
Duimg V& Trqng Phyng, Kh&m Thsnh An,
P. My Thd'i" TP. I.cng Xuy&n*An Giang

AffiooHAsm
GMP-\rtHO

Tcl:0206 3857300 Fcx: 0!96 385?301

An Giang, ngdy 29 thdng 08 ndm 2018
g girim tl6c *
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