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Enalapril STELLA 10 mg

Tén thubc
Enalapril STELLA 10 mg

. Céc diu hiéu lwu y va khuyén céo khi diing thudc.

P& xa tAm tay tré em

Doc kit huréng dén str dung trrde khi diing
Thanh phén cong thirc thude

Thanh phan hoat chat:

Enalapril maleate
Thanh phé&n t4 duoc: t ;
Tinh bdt ngd, lactose monohydrat, magnesi stearat, tinh bt tién gelatin héa, natri
bicarbonat.

Dang bao ché

Vién nén.

Vién nén trdn, mau tring, mat mat khic “MST", mét mét khéc vach.

Vién c6 thé bé ddi.

Chi dinh

. 10mg

. Tang huydtap: Ll .. S A
E%%prrrgu'c_vc diing d& digu tri tang huyét ap tir nhe dén nang. Thudc dudc ding don

tri hodc két hop véi cac thude ching ting huyét ap khac. "

Suy tim sung huyét:

Enalapril thurémg durgc ding két hgp véi glycosid tim, thudc |gi tiéu va thuic chen thu
thé beta-adrenergic g€ digu tri suy tim sung huy#t co triéu ching. "

Digu tri dir phéng & bénh nhén r6i loan chirc ndng thét trai khong tridu chimg dé lam
cham sur phat trién tré thanh suy tim ¢ triéu chirng va & bénh nhan r6i loan chic ning
thét trai dé lam giam ti [é méc bénh thiu mau cyc bd mach vanh, ké ca nhdi mau co tim.
Céch diing, ligu ding h hi

' Cdch ding

Enalapril STELLA 10 mg duoc ding béng dwévng udng.

Liéu dong

Diéu tri tdng huyét dp:

Ligu khéi diu 5 mg enalapril maleate/ngay. Vi cd thé xay ra tut huy&t 4p & mdt sd bénh

nhan khi bét d&u digu trj bang thudic irc ché ACE, nén ding li2u du tién Vo lic di nga.

O nhitng bénh nhan bj suy thdn hofic dang dung thudc lgi Béu: Lidu khoi dau

2,5 mg/ngay. Nén ngung ding thudc lgi tidu 2 — 3 ngay trurcrc khi khéri dau diu trj bing

enalapril va ti€p tuc sau dé néu can thigt.

Ligu duy tri thuerng ding 10 — 20 mg x 1 |An/ngay, tuy nhién co thé ting dén lidu

40 mg/ngay trong trréng hop tAng huyét Ap néng. CA thé chia ligu lam 2 1an néu nhw

liBu don khiing di dé kiém soat.

DiBu trj suy tim:

Bé&nh nhén bj suy tim hoéc bj rdi loan chirc nang thét trii khéng triéu chirng: Liéu khai

dau diing dwérng wdng 1a 2,5 maglngay.

Ligu duy tri théng thurémg 1a 20 mg/ngay, udng 1 1an hodc chia lam 2 I&n, tuy nhién co

thé tang dén lidu 40 mg/ngay chia lam 2 |an.

Rdi loan chure ndng thét trai khéng triéu chirmg:

Bénh nhan dung 2,5 mg x 2 lan/ngay va tdng dan cho dén khi dung nap ti ligu duy tri

hang ngay 20 mg (chia lam nhi&u Ian).

Biéu chinh liéu & bénh nhén suy tim va suy thén hodc gidm natri huyét:

& bénh nhan suy tim bj gidm natri huyét (nati huy&t thanh < 130 mEg/L) hodc

creatinin huyét thanh > 1,6 mgidL, nén khéi dau iBu 2,5 mg/ngay durdi sur giam sat y

khoa cht ché&. C6 thé thng lidu d&n 2,5 mg x 2 lan/ngay, sau 86 5 mg x 2 l@n/ngay va

cao hon néu can, théng thudmg viéc didu chinh Bidu nay cé thé duoc tién hanh cach

quéng 4 ngay hosic dai hom néu khdng xdy ra tut huyét 4p qua mirc hodic suy giam

chirc nang than nghiém trong. Lidu 15i da la 40 mg/ngay.

Tré em:

Enalapril c6 thé durge ding digu tri ting huyét ap & tré em,

LiBu khéi dau 80 mcg/kg X 1 1An/ngay, ligu dung t&i da 5 mg, digu chinh liBu tiy theo

dap trng cha bénh nhan, Néi cach khéc, tré em can n tir 20 kg — dudi 50 kg ding

liBu khi ddu 2,5 mg x 1 [an/ngay, tang tai lidu t6i da 20 mg/ngay, tré em can ning

50 kg trér 18n ding ligu khéd d&u 5 mg x 1 lanfngay, thng tai ligu t6i da 40 mgingay.

Ligu 100 - 500 meg/kg/ngay durgre ding cho tré em bj suy tim néing.

Chéng chi dinh

Qué man véi thudc hay bét ky thanh phan ndo trong céng thirc.

C6 tign sir pht mach do digu trj thuc trc ché ACE va bénh nhan bj phi mach di truyn

hay tiy phat.

Hep dong mach than hai bén than hodc hep dong mach thén & ngudi chi co mot than.

Hep van dong mach chii va bénh co tim tc nghén néng.

Ha huyét ap trudc do,

Canh bdo va than trong khi ding thudc

Khdng nén ding thudc (rc ché ACE & bénh nhan bj tic ngh&n dudng ra ciia tam that

trai (nhw hep déing mach chi, bénh phi dai cor tim).

Khéng nén ding cho bénh nhan bi bénh mach mau than hodic nghi ngér bi bénh mach

méu than, nhung thinh thodng can thiét ding cho chirng tang huyét &p khang tri néing

& nhitng bénh nhan nay, khi dé ho nén dung thudc that than trong va dwdi su giam sat

chiit ché cia thiy thudc. v

Suy chirc néng than:

+ Nén kim tra chirc néng than cla tat ca bénh nhan trwdc khi ding thudc trc ché
ACE va trong sudt qua trinh diéu tri,

+ Bénh nhan dang méc bénh than hodc dang dung ligu cao nén kiém tra thuimg
Xuyén protein niéu. ]

Ki&m tra s@ lugng bach cau rdt cn thigt cho bénh nhén bj réi loan chét tao keo nhu

bénh lupus ban dd hé thdng va bénh xo cirng bi, ho#c & bénh nhan ding thudc tc ché

mién dich, ddc biét khi ho ciing bi suy gidm chirc ndng than. i ;

Pa thély ha huyét 4p c6 triéu chimg trong gial doan hﬁgl déu didu trj béing thudic trc ché

ACE ¢ bénh nhan suy tim va nhitng bénh nhén bi mat natri ho#e mat nurde.

Enalapril STELLA 10 mg c6 chira lactose. Khong nén ding thuSe nay cho b&nh nhén

c6 cac vdn dé vé di truy&n hiém gép khiing dung nap galactose, thiéu hut enzym

lactase toan phan hay kém hap thu glucose-galactose.

Str dung thudc cho phu ni cé thai va cho con bi

Phu nir cd thai 160 ¥

Khi diing thudc cho phu nl mang thai vao 3 thang githa va cudi thai ky, thudc (e ché

ACE c6 thé gy nguy him thém chi gy tir vong ¢& bao thai dang phat tridn. Nén

ngirng ding thudc ngay khi phat hién ca thai, R,

Phuy nir cho con bu

Enalapril bai tiét vao sira me, Vi ligu digu trj théng thudmg, nguy co vE tac dung co

hai cho tré bii siva me rét thip.

10.

B

Anh hwéng ctia thudc 18n kha néng lai xe, viin hanh may méc

Duing thufic théan trong khi 14i xe hodc van hanh méay méc vi thinh thodng cd thé xay ra
chodng ving va mét mai.

Tweong tic, twong ky cua thubc

Twong téc cua thubc

Ha huyét &p qua mirc c6 thé xay ra khi st dung ddng thai cac thude ACE véi thude loi
tiu, céc thufic chdng ting huyst ap khac hodc cac tac nhan'gay ha huyét p khac nhu
frgu.

Hién turong téng kali huygt co thé xay ra & bénh nhéan dang ding thufic (e ché ACE
véri thudc lgi tidu git kali, thube bd sung kali (bao gbm chét thay thé mudi chira kali)
hoéc cac thudc khac gay tang kali huy&t (nhu ciclosporin hodc ind hacin), nén

theo ddi ndng df kali huyét thanh.

Tac dyng khéing mong muén trén than cia cac thudc (rc ché ACE cd thé téng Ién khi
diing véri cac thudc khac anh hudng 1&n chirc néng than nhu thubc khang viém khdng
steroid.

Lithi: Bdc tinh lithi 94 duoc bao cdo & nhirng bénh nhan dang lithi dBng thoi v cac
thuGc gay thai trir natri nhur thudc tre ch& ACE. Nén theo ddi ndng db lithi huyét thanh
thuréng xuyén néu dimg enalapril wdi lithi.

Sir dung enalapril ddng thdi v&i céc thulic gidn phé quan ki€u giao cam, cac thubc
chéing viém khéng steroid (NSAIDs) co thé lam gidm tac dung ha huyét &p cla
enalapril.
Sirdung enalapril dbng theri visi cac thudic tranh thai dudng udng gay tang nguy co t6n
thurong mach v kho kiém soat huyst ap.

Twong ky cia thudc

Do khéing c6 cAc nghién ciru v& tinh tirong ky ciia thudc, khang tron 1an thudc nay voi
cac thudc khac.

Tac dung khéng mong muéin cia thubc

Thwong gédp (1/100 s ADR < 1/10)

Than kinh: Bau dau, chong mét, mét mai, mat ngd, di cam, loan cam.

Tiéu héa: Rbi loan vi gidc, tiéu chay, bubn non, nén va dau bung. ,

Tim mach: Phii mach, ha huyét &p néing, ha huyét ap tur thé ding, ngét, danh tréing
ngurc va dau ngyrc.

Da: Phat ban.

H6 hdp: Ho khan, c6 thé do téng kinin & md hosic prostaglandin & phii.

Khdc: Suy than.

it gép (1/1.000 < ADR < 1/100)

Huyét hoc: Giam hemoglobin va hematocrit, gidm bach cau hat, bach cBiu trung tinh.
Tidt niéu: Protein niéu. "

Thén kinh: HEt hoang, kich déng, trim cam ndng.

Hiém gdp (1/10.000 < ADR < 1/1.000)

Tiéu hoa: TAc rudt, viém tuy, viém gan nhiém doc & mét, ting cAm niém mac miéng.
Khéc: Qua man, trim cam, nhin mér, ngat miii, dau co, co that phé quan va hen.
Quaé ligu va céch xip tri :
Triéu ching thurimg gdp nhét khi qua ligu la tut huyét &p, thurdng dugc digu trj bing
truygn finh mach dung dich mudi sinh Iy.

Enalaprilat durgc logi khdi hé twan hoan chung bang thdm phan méu.

Béc tinh dwee lye hoo ¢

Nhém duroe ly: Thude tic dyng 1&n hé renin-angiotensin; thudc (e ché ACE, don thuan.
MaATC: CO9AADZ,

Enalapril maleate 1 tign chat clia enalaprilat va it c6 hoat tinh dwgc Iy cho dén khi
durgre thiy phan in vivo thanh enalaprilat.

Thubc lam gidm huyét ap & ngurdi huyét &p binh thuédmg, ngudi ting huyét ap va cé
tAc dung 8t dén huyét dong & bénh nhan suy tim sung huyét, chli yéu do trc ché hé
renin-angiotensin-aldosterone.

Enalapril ngin can viéc chuyén angiotensin | thanh angiotensin Il (chat gay co mach
manh) nhér (e ché men chuyén angiotensin (ACE).

Trén nouén ting huyst ap, enalapril fam giam huy&t 4p bing cach gidm tdng strc can
ngoai vi kém theo tAng nhe hodc khing tang nhip tim, thé tich tam thu hoic cung
lwgng tim. Thudc gay gidn ddng mach va co thé ca finh mach. Enalapril thurdmg giam
huyét 4p tam thu va tam truong khodng 10 — 15% & ca hai tu thé ndm va ngdi. Ha
huyét &p thé ding va nhip tim nhanh it khi xay ra nhung thudmg hay géip & ngudi giam
natri huy&t hodc giam thé tich mau.

@ ngudi suy tim sung huyét, enalapril thuéng phdi hgp véi glycosid tim va thudc lgi
tiéu, 1am gidm tdng strc can ngoai vi, &p lyrc dong mach phdi bit, kich thudce tim, &p luc
ddng mach trung binh va &p lrc nhi phai. Chi s6 tim, cung lugng tim, thé tich tam thu
va dung nap gang sirc gia tang.

Luulrgng mau than co thé tang, nhung d6 loc céu thén thudng khdng doi khi digu tri
véri enalapril. Tuy nhién, & mdt s6 bénh nhén, ca lvu lrgng mau than va db loc cu
thén du tAng. Nong do nitor uré huyét (BUN) va creatinin huyét thanh déi khi tang khi
diBu trj bing enalapril 1au dai, nhung hay gdp hon & nguéi co tdn thwong than tir
trrére, ngurdi diing dong thivi véi thude loi tiéu va bénh nhén suy tim sung huyét.

béic tinh dwoe déng hoc A

Sau khi diing durérng ung, khodng 60% ligu ding enalapril dirgre hp thu tai dudng
tiéu hdéa vaA ndng dd dinh trong huyét tirong dat duoce trong vang 05 — 1,5 gid.

" Enalapril dwgre thiy phan nhigéu & gan thanh enalaprilat; nbng dd dinh clia enalaprilat

16.
17.
17.1.
17.2
17.3.

18.

trong huyét twong dat dugc sau 3 dén 4 gitr udng 1 lieu enalapril. Mirc gan két protein
huyét twong cia enalaprilat 1 50 - 60%. Enalapril dugc bai tigt qua nuec tiéu va qua
phén, dudi dang enalaprilat va dang khong ddi, phan 16n |a qua dwong niéu. Sy dao
théi clia enalaprilat gbm nhigu giai doan nhung thér gian ban thai higu qua do tich 10y
sau khi ding nhigu ligu enalapril 14 khoang 11 gié & nhirng b&nh nhan c chirc ndng
thén binh thudng.

Quy cach déng g6i

Vi 10 vién. HGp 3 vi.

Vi 10 vién, Hip 10 vi.

DiEu kién bao quan, han ding, tiéu chudn chét lwong cla thubc

Biku kién bao quan

Bao quan trong bao bi kin, novi kh. Mhiét 4 khéng qua 30°C.

Han dun:

g
© 36 thang ké tir ngay san xuat.

Tiéu chudn chét lwong
USP.
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STELLA

Tén, dia chi cia co sé& san xufit thudc

&
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