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Rx HUGNG DAN SU DUNG THUGC
Thu6c ban theo don. Néu can thém théng tin, xin héi y kién bdc sT.
Boc ky hudng dan st dung trude khi ding. DE xa tim tay cla tré em.

ERILCAR 10

(Enalapril maleat 10mg)

THANH PHAN: M3i vien nén chia

Enalapril maleat 10 mg
Té dugc: Lactose anhydrous, sucrose, magnesi stearat.
DUGC LYC HOC

Enalapril 12 thudc dc ché men chuyén angiotensin. Sau khi hp thu, enalapril thily phdn thanh enalaprilat 1 cht c6 hoat tinh.
Enalapril 1am gidm huy8t dp & ngudi huy8t 4p binh thubing, ngudi tAng huyét 4p va c6 téc dung t6t d&n huyét dong & ngudi suy tim
sung huyét, chii y&u do tc ché hé renin - angiotensin - aldosteron.

0 ngudi tang huyét 4p, enalapril 1am gidm huy8t 4p bing c4ch lAm gidm sic cAn todn bd ngoai vi kim theo ting nhe hoic khéng
tang t4n s& tim, luu lugng tam thu hodc I lugng tim. Thudc gdy gidan dong mach va c6 thé ci tinh mach.

0 ngudi suy tim sung huyét, enalapril thubng phGi hgp véi glycosid tim va thuSc Ii tifu, 1Am gidm sic cin todn bd ngoai vi, 4p lyc
dong mach phéi bit, kich thudc tim, va &p lyc ddng mach trung binh va 4p lyc nhi phai,

Luu lugng m4u than c6 thé ting, nhung d9 loc cdu than thudng khong d6i trong qud trinh diéu trj bing enalapril. Nitd uré mau (BUN)
va creatinin huyét thanh doi khi tang khi diéu trj bing enalapril 14u dai, nhung hay gZp hon & ngudi c6 t6n thuong than tir trudc, &
ngudsi déng thi didu trj voi thudc Igi tiéu va & ngubi suy tim sung huy8t. Tuy vay, & mot s& ngudi ting huy8t 4p c6 t6n thuong than tir
trudc, Iuu lugng mau than va toc dd loc cdu than co thé ting thi phat do tac dung trong than clia enalapril. O ngudi suy tim sung
huyét va dp Iyc tusi mau thin < 70 mmHg, thanh thai creatinin sau 1 - 3 théng diéu trj enalapril d thay d6i theo tuyén tinh va
nguge véi hoat tinh renin trong huy&t tuong tru6c diéu tri. Tuy nhién, thanh thai creatinin khong bj téc ddng rd do thuSc khi 4p lyc
tudi mau than > 70 mmHg. Téc dung enalapril d&n luu lugng mau than va loc cdu than & ngudi ting huyt 4p do mach than tuong tu
nhu & ngudii ting huy8t 4p c6 chic ning than binh thudng, tuy nhién, nito uré méau va nbng do creatinin huy8t thanh thubing ting
nhdt thdi & ngudi bénh ting huy&t 4p do mach than.

N6ng dg kali huy8t thanh c6 thé ting do enalapril lam gidm tiét aldosteron, dic biét & ngudii ¢6 t8n thuong chifc nang than, Cho Igi
tiéu thiazid d6ng thdi c6 thé 1am mé4t sy tang do. BAi tiét natri trong nudc tidu c6 thé ting trong 2 - 3 ngay ddu diéu tri enalapril va
c6 thé kéo dai hon & mét s§ nguti bénh ding lugng natri binh thubing, ¢4 thé do tai hdp thu natri 6ng than gidm. Tdc dyng gidm
huy&t ap clia enalapril cling c6 thé mét phdn do gidm gil nudc va natri sau khi gidm tiét aldosteron. Tuy nhién, trong thai gian diéu
trj enalapril, aldosteron chi gidm tiét it.

0 ngudi dai thdo duding, enalapril 1am gidm bai tiét protein - nigu. Enalapril cing 1am ting d nhay cAm v6i insulin & ngudi tang
huy&t dp bj hodc khéng bj ddi thdo dubing.

Enalapril khéng Iam gidm chuyén héa lipid bét cif mic dd néo.

pugc pONG HOC

Sau khi udng, khodng 60% liéu enalapril dugc hp thu tif dubng tiéu héa. Néng dj dinh clia thubc trong huyét tuong dat dugc trong
vong 0,5 - 1,5 git. Nifa ddi thai trir clia thuSc khodng 11 gidi. Tdc dyng huy8t dong hoc kéo dai khodng 24 gid. Thic &n khéng &nh
huting t6i hdp thu thudc. Sau khi hdp thu, enalapril duge thily phan nhidu & gan thanh enalaprilat. NGng dd dinh clia enalaprilat trong
huy&t thanh xuft hién trong vong 3 dén 4 gid.

Ung mot liéu enalapril thudng ha huy8t dp rd khodng 1 gits sau khi ubng, ha t6i da trong 4 - 6 giti va cd thé kéo dai trong vong 12 -
24 qits. Huy8t 4p c6 thé gidm tir tir va phai diéu trj mot s6 tudn mdi dat duge tac dyng ddy di.

Téc dung huy&t dong clia enalapril bit d4u chm hon va kéo dai hon so véi captopril. § ngudi suy tim sung huy8t, téc dung huyét
dong cla enalapril thudng rd trong vang 2 dén 4 gids va cd thé kéo dai 24 giv sau khi udng 1 lidu.

Khodng 50 - 60% enalapril lién k&t vdi protein huy8t tuong. Khodng 60% liéu uSng bai tiét vao nudc tifu & dang enalaprilat va dang
khéng chuyén héa, phn can lai clia thubc dao thai theo phan.

CHI BINH r 7
Tang huyét 4p: Enalapril dugc ding dé diéu trj ting huyét &p tif nhe dén ning. Thudc dugc ding don doc hodc ket hgp véi thudc 2
chéing tang huyét 4p khéc.

Suy tim sung huy8t: Enalapril thubng dugc diing k&t hop véi glycosid tim, thudc Igi tifu va thubc dc ché thy thé beta dé diéu tri suy

tim sung huy8t ¢t trigu ching.

Dy phdng cdc con thi€u mau mach vanh v nhiing trigu ching suy tim & b&nh nhan r8i loan chic ning thét trai.

Beénh than do d4i thdo dubng (ting hodc khéng tang huyét dp).
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Suy than tudn ti€n man.

LIEU DUNG VA CACH SU DUNG

LiBu enalapril maleat phai dugc diéu chinh theo dung nap va dép Ung clia ngudsi bénh.

Khi bdt ddu ding enalapril, phai chil y dén nguy cd ha huy8t 4p. N&u ngudi bénh dang diing thudc Igi tidu, nén ngiing thudc Igi tiéu,
néu c6 thé, 2 - 3 ngdy trube khi cho enalapril. N&u huyét 4p khong dugc kiém soat t6t bing thuSc dc ché ACE don ddc, c6 thé cho
lai thudc Igi tiu mdt cach than trong. NEu khong thé ngimg dugc thudc Igi tiu & ngudi bdt ddu ding thudic dc ché ACE, cho udng
mot liéu 2,5 mg enalapril & ngudi I6n dé x4c dinh mic do tdc dung ha huy&t 4p trong it nh4t 2 gits v cho t6i khi huyét 4p 6n dinh
trong it nhat 1 gid nia.

Tang huyét 4p: Chua dung thuSc Igi tidu.

Nguoi Idn: Li€u thong thubng diu tién: 2,5 mg/ngay.

Tré em 1 thdng dén 16 tudi- 0,08 mg/ka/ngay, t6i da 5 mg.

Diéu chinh liéu tuy theo ddp Ung clia ngudi bénh. NEu dép Ung huy&t &p khéng dii vao cubi khodng thdi gian gilla hai liu khi uSng
ngdy 1 14n, c6 thé xem xét ting lifu hodc chia thudc lam 2 14n,

Vi gidm huy8t dp c6 thé dan dén, liu lugng enalapril thudng duge didu chinh cdch nhau 2 - 4 tudn néu cén.

Liéu duy tr théng thuding & ngudi I6n: 10 - 40 ma/ngdy, ubng 1 - 2 14n/ngay.

Liéu enalapril vugt qua 0,58 mg/kg hodc qué 40 mg chua dugc nghién cdu & tré em.

Né&u huyét 4p khong dugc kiém soat t6t bing enalapril don ddc, c6 thé them mot thubc Ioi tidu.

Suy tim sung huyét: Diéu tri trong b&nh vién vi nguy cd tut huyét 4p cao.

Ligu phdp thudc Uc ch& ACE khong dugc bt ddu cho nguti ha huy8t dp c6 nguy co bj s do tim va ddi héi phai tiém truyén thubc
co mach; mdt khi tinh trang bénh nhan én dinh, phai danh gid lai tinh trang trudc khi diing thudc. Ngubi b&nh bj suy tim sung huyét
ndng, kém hodc khong kém t6n thuong than, phai dugc gidm sat chit (nhu chic n3ng than, Kali huy&t) trong 2 tudn du liu phap
enalapril v m8i khi tang lifu hodc ding thém thuc Igi ti€u. Diing liéu thap enalapril ban ddu va gidm ligu thudc Ii tidu phdi hop co
thé gidm nguy cd ha huyét dp ban ddu. Tuy vy, Igi ich huy&t dong lau dai cla liéu enalapril thdp (10 - 20 mg/ngay) trong suy tim
chua duge xdc dinh,

Tuy céc trigu ching cla suy tim sung huyét co thé duge cai thign trong vong 48 gits sau khi bt ddu ding thudc dc ch& ACE & mot
vai bénh nhén, cdi thién ndy thudng khong ré trong vai tufin hoic théng sau ligu phép. Diéu tri nhu vy c6 thé 1am gidm nguy co ﬁ

tién trién clia bénh ngay ci khi khong thdy cac trigu ching céi thign. Do dé, liéu lugng thubing dugc diéu chinh t6i mdt dich duge xac L)

dinh trudc rd rang (nhu it nhat 20 mg enalapril/ngay) hojic liu cao nhdt dung nap dugc, hon 12 tly theo ddp dng, va liéu thudng c6 :

thé duy trl & mic do do lau dai. ONGTY(
D& didu tri suy tim sung huy8t c6 triéu ching, enalapril thudng ph8i hop véi mdt glycosid cuding tim, mét thusc Igi tiéu v mot chen

beta. Liéu enalapril bt ddu phai thdp, r6i diéu chinh tang ddn I&n. YHEPt

G ngudsi 16n suy tim, c6 chic ning than va ndng do natri huyét thanh binh thubng, liu enalapril thuting ding ban du 1a 2,5 mg x 1 Sri-
- 2 ldn/ngay. Phai theo ddi ha huyét dp. ¥ i
Liu duy tri thng thudng enalapril trong suy tim sung huyét: 5 - 20 mg/ngdy, thudng chia 1am 2 I4n. Lifu t6i da khuyn cdo: 40 =
mg/ngdy, thubng chia 1am 2 I4n,

Loan ndng thét trai khong triéu ching: Ngudi 16n: Lidu ban ddu 2,5 mg x 2 l4n/ngay. Sau d6, diéu chinh néu dung nap dugc cho téi
liéu dich 20 ma/ngay, chia 1am 2 1n.

Diéu chinh liéu trong suy thin:

Cler trong khodng 30 - 80 mi/phit: 5 mg/ngay, diéu chinh I&n tGi t6i da 40 mg.

Cler < 30 ml/pht: 2,5 mg/ngay, diéu chinh cho t6i khi kiém sodt duge huyét 4p.

Suy tim kém Na < 130 mEqg/lit hoic creatinin huyét thanh > 1,6 mg/dl: Bt ddu lidu 2,5 mg/ngay, ting 1&n 2 1dn néu cdn cho tdi lifu
tdi da 40 mg/ngay.

Diéu chinh liéu trong suy gan:

Enalapril thly phan thanh enalaprilat c6 thé bi cham, nhung téc dung duge Iy khong thay ddi; khong cdn diéu chinh.

CHONG CHI BINH

Qué min véi thanh phén clia thudc.

Phii mach khi mdi bt ddu diéu trj nhu cdc chét e ch& ACE ndi chung.

Hep ddng mach than hai bén than hodc hep dong mach than & ngudi chi c6 mot than.

Hep van dong mach chii, va bénh cd tim tic nghén ning.

Ha huy8t dp c6 trudc.

THAN TRONG

3 thdy ha huyt 4p co tridu ching trong giai doan bt ddu didu tri biing thudc dc ché men chuyén dang angiotensin & bénh nhan
suy tim va nhing bénh nhan bj gidm natri may, do dé nén khéi du diéu tri dudi sy theo dGi ndi khoa va ngudii bénh phéi dugc theo
ddi sat mdi 14n difu chinh liéu enalapril va / hojic thudc lgi tiéu,

Phai than trong khi ding thudc ¢c ché ACE ban d4u cho ngudi dang ding thudc Igi tiu vi c6 th bj tut huyét dp.
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Nguti cé benh mach méu ngoai bién hojc xd vila dong mach todn than do c6 nguy ca bj bénh mach than khong c6 biéu hién (nguy
cd gy suy than tién trién, ndng).

C6 nguy co mét bach cdu hat khi ding thulc dc ché ACE cho ngudi bj bénh colagen mach m4u. Phai theo dGi s§ lugng bach ciu.
Ngudi bi hep dong mach chil ning (nguy cd ha huy&t 4p nding) hoiic bj bénh co tim phi dai.

Nguti cé bgnh sif phii mach di truyén hodc vo can, phn ing phan v (trong khi thim phn ding mang polyacrylonitril hodc trich
riit lipoprotein ty trong thdp dung dextran sulfat, phai ngitng thubc tc ché ACE).

Ngudi gidm chic ning than.

BGi véi nguii nghi bj hep dong mach than, c4n phai dinh lugng creatinin méu trudc khi bit ddu diéu tri.

PHU NOU CO THAI VA CHO CON BU

Phy nif cd thai: Gibng cdc chat dc ch€ ACE khéc, enalapril c6 thé gay bénh va tif vong cho thai nhi va trd so sinh khi ngudi me
mang thai sif dung thudc.

S dyng thuGc trong 3 thing gidla va 3 thang culi clia thai ki c6 thé gay bénh din dén chét thai va tén thuong cho trd so sinh,
gbm: Ha huyét dp, gidm san so s sinh, suy than hdi phyc hoic khong héi phyc va tif vong.

Phai ngiing dung enalapril cang sém cang t6t sau khi phat hién cé thai.

Phy ni cho con bd: Enalapril bai tiét vao sla me. Vi lidu difu trj thdng thubng, nguy co vé tac dung c6 hai cho trd bl sda me rét
thép.

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong &nh hudng dén khd nang I4i xe va van hanh mdy moc. Tuy nhién, trong thdi gian diéu trj ting huyét 4p, chodng vang hodc
mét méi co thé xdy ra nén cdn phai tham kho ¥ kién clia béc ST trude khi I4i xe hodc vin hanh may méc.

TUGNG TAC THUGC

Thudt Igi tiéu va thudc lam ha huyét dp: Enalapril phoi hop véi mot s6 thubc gidn mach khdc hodc cdc thudc gy mé c6 thé gay ha
huy€t dp trdm trong. B&i vay trong truiing hop d6 nén theo ddi ngudi bénh chat chd va didu chinh bing tang thé tich tuin hoan
(truyén dich).

St dung enalapril dng thdi véi thubc Igi tiéu doi khi cd thé gay ha huy8t 4p qud mifc sau khi bdt d4u diu trj vai enalapril. Trong
trubng hgp dé nén ngimg dung thudc Igi tiu hoic ting ding mudi 18n trude khi bit ddu didu trj vai enalapril.

St dung enalapril dng thdi véi cdc thudc 1am gidm huy8t dp gy gidi phéng renin (vi dy thufc Igi tiéu): Téc dung ha huyét 4p clia
enalapril ting I&n bdi cdc thudc 1am gidm huyét 4p gay gidi phéng renin c6 tac dung chdng tang huyét 4p.

Thudc 1am tdng kali huyét: Sit dung enalapril d8ng thdi véi cdc thudc Igi niu gill kali, cic chdt b6 sung kali hodic mudi chifa kali, co
thé gy tang Kali huyét thanh, dic biét & ngudi suy than, do d6 nén theo di ngudii bénh chat ché va thudng xuyén theo ddi néng do
kali huyét.

Lithi: Sit dung enalapril déng thdi vdi lithi c6 thé lam tdng nBng do lithi huy&t din dén nhidm doc lithi.

Thudt chdng viém khéng steroid: St dung enalapril d8ng thi véi cdc thudc chdng viem khong steroid (NSAID) co thé 1am gidm tic
dung ha huyét 4p clia enalapril, d6i khi din d&n gidm cAp chic ning than. Tuy nhign, m&i thudc rigng 18 cling c6 thé gdy tdc dung
nay. Ngoai ra, aspirin va cdc thuSc NSAID khic ciing c6 thé 1am gidm tdc dung huy8t dong (chdng suy tim) cla céc thudc Uc ché
ACE. Aspirin va c4c thuSic NSAID khéc da tuong tc véi cdc co ché bl v8 huy#t dong trong suy tim hon 1A tuong tic vdi bdn than
thudc dc ch& ACE. Nghién ciu & mdt s§ trung tdm cho thdy phi hop thudc dc ch& ACE véi mot NSAID (vi dy aspirin liéu don 350
mg) cho ngudi bénh suy tim sung huy8t da lam gidm tdc dung t6t v& huy8t dong clia thudc dc ch& ACE va lam gidm tac dyng 6t
clia cdc thuc nay vé tif vong va bénh Iy tim mach. Ngubi bénh suy tim cdn diéu trj 1au dai nén tranh phdi hgp thudc dc ché ACE vdi
aspirin va c6 thé thay th& aspirin biing mot thubc Uc ché ngung tap tiéu clu khic (nhu clopidogrel, ticlopidin). Cac di ligu hign c6
chua dit d& khuy&n cdo thay ddi ding aspirin.

Thudt trénh thai: St dung enalapril d6ng thdi véi cdc thuSc udng trénh thai gdy ting nguy co tn thuong mach va kho kiém soét
huyét 4p.

Céc thuéc khdc: SU dung enalapril déng thdi véi cdc thudc chen beta - adrenergic, methyldopa, cdc nitrat, thudc chen calci,
hydralazin, prazosin, va digoxin khéng cho thdy tic dung khéng mong mudn c6 y nghia 1dm sang.

Enalapril c6 thé 1am gidm néng do glucose huyét lic d6i & ngudi khéng bi dai théo dubng va c6 thé gy ha glucose huyét & ngudi dai
théo dudng da dugc kidm soat bing insulin hodc thudc udng chdng déi thdo dudng. C4n nghién ciu thém vé tac dyng gidm glucose
huyét clia enalapril.

TAC DUNG KHONG MONG MUGN

Téc dyng khong mong mubn thuding nhe va thodng qua, nhung cd khodng 3 - 6% ngudi diing thubc phéi ngiing diéu rj.

Da co biu hign ha huyét &p trigu ching khd niing sau khi dung liéu enalapril d4u tign; c6 2 - 3% s8 ngudi trong cac thit nghiém 1&m
sang phii ngiing diéu tri, dc bigt véi nhiing ngudi suy tim, ha natri huyét, va véi ngudi cao tudi duge dibu tri dbng thdi vai thudc Igi
tiéu,

O ngudi suy tim sung huy8t thudng xuét hign ha huy8t dp triéu ching, chiic nang thdn x&u di va ting néng do kali huyét thanh, dic
biét trong thdi gian ddu ding enalapril & ngudi diéu tri déng thdi véi thudc loi tiéu.

Chifc ning than x4u di (tang nhat thoi urd va ting ndng dd creatinin huy€t thanh) dd xdy ra & khodng 20% ngudi ting huyét 4p do
bénh than, dic biét & nhilng ngudi hep dong mach than hai bén hoéc hep dong mach than & ngudi chi cé thdn dan doc (mdt than).
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Thudng gdp:

He thn kinh: Nhic d4u, chéng mét, mét méi, mat ngd, di cam, loan cam.
Tiéu héa: Rai loan vj gidc, tiéu chay, bubn nén, ndn va dau bung.

Tim mach: Phi mach, ha huy8t dp nding, ha huyét 4p tu th€ ding, ng4t, danh tréing ngyc va dau ngyc.

Da: Phat ban.

H6 hdp: Ho khan, c6 thé do tang kinin & md hodc prostaglandin & phéi.

Khdc: Suy thén,

it gdp:

Huyét hoc: Gidm hemoglobin va hematocrit, gidm bach cdu hat, gidm bach c4u trung tinh.

Niéu: Protein niéu.

Hg thdn kinh trung uong: HEt hoang, kich ddng, trdm cim ning.

Hiém gép:

Tiéu héa: Tdc rudt, viem tyy, viém gan nhiém ddc i mat, ting cdm niém mac miéng.

Khdc: Qué mn, trdm cam, nhin md, ngat mii, dau co, co thit ph& quin va hen.

Théng bdo cho thdy thubc téc dung khong mong mudn g&p phai khi sif dung thudc.

HUGNG DAN CACH XU TRI TAC DUNG KHONG MONG MUGN

Khi bt ddu diéu tri, nén dung thuc véi liéu thdp va kiém tra néng do natri huyét thanh.

Co thé xdy ra phll mach, dic biét sau khi ding liéu enalapril du tién, va néu cd them phi thanh quan c6 thé gay tir vong. Cin
thdng bdo cho nguti bénh vé nhiing déu higu va trigu chiing clia phl mach (phil mat, mit, mdi, uGi, hodc khd thd), khi thdy c6 tridu
chiing ndy phai ngimg dung thuic va thdng bdo ngay cho bac sT. Piéu trj phil mach & Iu@i, thanh mén hodc thanh quin, bao gfm
c4c bién phap sau:

Nglng ding enalapril va cho ngudi b&nh vao vién; tiém adrenalin dudi da; tiém finh mach diphenhydramin hydroclorid; tiém tinh
mach hydrocortison.

Binh ky theo ddi va d&m bach cdu & nguti bénh sif dung enalapril, dic bigt & ngudi suy than.

Phéi theo ddi huy&t 4p va chiic ning than chit ché trudc va sau khi bit du diéu trj.

Néu khong dat dugc ddp Ung diéu tri dii trong vong 4 tudn, nén ting liéu dung hodc difu trj thém bing nhiing thudc chdng ting
huyét 4p khic.

Khi ¢6 ha huy8t d4p ndng cn truyén finh mach natri clorid 0,9%.

Enalapril thuing kh6ng anh hudng dén néng d§ kali huy8t thanh. N&u diing enalapril ciing véi thudc Igi niéu cé thé gidm nguy ca gidi
phéng aldosteron thir phat cling voi ha kali mau. O ngudi suy than, enalapril c6 thé gay tang nbng do kali huyét thanh, Bai vay,
khéng khuy8n cdo ding thudc Igi niéu gil kali va thubc b8 sung kali cho ngudsi bénh gidm chifc nang than vi cé thé 1am tang kali
mau. N&u vin cdn phai diéu trj déng thdi vai thubc Igi nigu, phai hét sic than trong v thubng xuyén do kali huy&t. Cdn phai do
creatinin huyét trudc khi b4t d4u diéu trj thuSc cho nguti bénh cé nghi ngd hep dng mach than.

Trong phu thudt 16n hodc trong khi gdy mé biing thubc cd tic dung ha huyét &p, enalapril c6 thé ngan cin tao angiotensin II, sau
khi c6 gidi phéng renin bl trir d&n d&n ha huyét 4p kich phét, cdn dugc diéu chinh bing téng thé tich tudn hoan.

QUA LIEU VA CACH XU TRI

pic diém ndi bat cla qué liéu enalapril 12 ha huy8t 4p ning.

Khi qua liu x3y ra, nén ngiig diéu trj bing enalapril va theo ddi ngudi bénh chat ché. Ap dung céc. bien phép diu trj triéu ching
va hb trg nhu gdy non, ria da day, truyén tinh mach huy8t tuong va natri clorid dé duy tri L ép va dléu trj mét can bing dién
gidi. Thim téch mdu c6 thé loai enalapril khdi tun hoan. g T

Ngay xem xét sita di, cdp nhat lai ngi dung hudng din sir dyng thudc:

HAN DUNG: 36 thang k& tif ngay san xudt.
BAO QUAN: Noi kho, m4t (dudi 30°C). Tranh dnh sdng.
TIEU CHUAN: TCCS. \%
TRINH BAY: Hop 03 v, vi 10 vién,
CONG TY CO PHAN PYMEPHARCO TR.CYC! TRUO NG

ur: /;H;’g, ]ffmg
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