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& PRESCRIPTION DRUG

Enalapril Maleate Tablets USP 10 mg

DO NOT EXCEED INDICATED DOSE. PRODUCT SPECIFICATION : USP 36

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ ACCOMPANYING INSTRUCTIONS BEFORE USE.

ENAM 10

2x10’s

ENAM 10
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Rx — Thuéc ban theo don

HUONG DAN SU DUNG

Doc ky hueéng dan sir dung trueée khi ding
Thuéc nay chi dimg theo sw ké don cuia Bac sy
H6i Bdc sy hodic Duwoc sy dé biét thém thong tin chi tiét.

ENAM Smg/ 10mg //

(Enalapril maleat USP 5 mg/ 10 mg)

THANH PHAN:
ENAM Smg:
M3i vién nén khong bao chira: Enalapril maleat Smg
Té dugc: anhydrous lactose, acid maleic, zinc stearat
ENAM 10mg:
Mai vién nén khong bao chira: Enalapril maleat 10mg
Ta dugc: anhydrous lactose, zinc stearat

QUY CACH PONG GOI: Vi 10 vién nén khong bao; hop 2 vi

DUQC LUC HQC:

Enalapril 12 thudc rc ché men chuyén angiotensin (ACE) c6 hoat tinh duong u6ng. Thudc 1am giam
strc can & mach ngoai vi ma khong gy ting nhip tim. Thudc trc ché men chuyén manh c6 tic dong
lam giam nong d¢ angiotensin II trong huyét twong dan dén ha huyét ép. Thudc khong gdy nhip tim
nhanh phan xa, khong lam thay dbi thé tich nhat bép hogc cung luong tim. Trong suy tim xung
huyet thu6c gy giam khang mach ngoal bién, giam ép luc tc nghén dong mach phdi, giam chi s6
vé tim va thé tich nhat bop, do d6 1am giam mirc d6 trAm trong cua suy tim.

DUQC DONG HOQC:
Sau kh1 uong, enalaprxl du'orc hép thu nhanh khoang 60%, thuoc du'orc thuy phan thanh chat chuye 4

v6i thoi glan bén huy la 1l glo Enalapnl qua dugc nhau thai, sita me va duoc bai tiét qua phan
nude tiéu.

CHi DINH:
Téng huyet &p va phu tri trong suy tim xung huyét.

CHONG CHIi PINH:

Khéng dugc dung cho nhung nguoi:

- Di (g hoic qua man véi thudc

- Phu mach khi méi bét ddu diéu tri nhu céc chat rc ché ACE néi chung.

- Hep dong mach thén hai bén thén hodc hep dong mach than & ngudi chi c6 mot than.
- Hep van dong mach chi, va bénh co tim tic nghén ning.

- Ha huyét 4p c6 trude.

- Phu nir ¢6 thai

THAN TRONG VA CANH BAO:

Nguy co tut huyét 4p, doi khi din dén thiéu niéu, téng ure huyét, va hiém khi gay tir vong trén
nhitng bénh nhén dung loi tiéu v&/ hoic 4n kiéng mudi. Nguy co nay c6 thé xay ra trén nhimng bénh
nhan dang trai qua phau thuét hogc dang trong qu4 trinh gy mé bing cac thudc gdy tut huyét 4p; va
diéu tri dugc khuyen c4o 1a bu dich cho bénh nhan.
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Nguy co tang kali huyét, ddc biét trén nhimg d6i tuong suy than, tiéu duong va dang ding céc
thudc 6 thé gay ting ham lugng kali trong méau. Can kiém soét chit ch& luong kali huyét thanh cho
cac doi tuong nay.

Nguy co xuat hién hiém da dugc bdo cdo khi dung céc chit irc ché ACE la vang da thc mat va ¢

thé din dén hoai tir gan bung phat (c6 thé gay tir vong). Do vdy, ngung thudc va theo ddi bénh nhan .

ngay khi phét hién vang da hoic c6 thay d§i cac enzym dénh gia chirc ning gan. /
Nguy co tdt nghén dong chay ra tir tdm that trdi trén ddi twong hep van tim.

Nguy co ting thodng qua lugng ure va creatinin trong mau trén nhitng déi twong suy thdn hogc
dapg dung dong thoi cac thude 1oi tiéu, hep dong mach than 1 bén hoic 2 bén; nguy co nay cé thé
mat di khi khong diing c4c téc nhan trc ché men chuyén angiotensin va/ hoic thudc lgi tidu.

Céc trigu chimg nhugc co c6 the xay ra ¢ nhitng bénh nhéan da diéu trj trude voi thude loi tiéu hay
c6 tinh trang giam the tich dich (vi du nhu tot m héi nhiéu, non thudng xuyén, tiéu chay, mat
mudi) hay suy tim va ting huyeét &p renin cao.

Trong trudng hop suy tim, huyét 4p va chirc nang than phai duoc kiém tra truéc va trong khi didu
tri. Gidm sat thudng qui ndng d6 kali va creatinin cho bénh nhén suy than khi sir dung enalapril.
Chu y déc biét & cac bénh nhan phu than kinh mach.

SU DUNG THUOC CHO PHU NU CO THAI

Gibng nhu céc chét trc ché ACE khéc, enalapril c6 thé gdy bénh va tir vong cho thai nhi va tré so
sinh khi ngudi me mang thai sir dung thude.

Sir dung thudc trong 3 thang gitta va 3 thang cudi cua thai ky c6 thé gay bénh din dén chét thai va
ton thuong cho tré so sinh, gom: Ha huyét 4p, giam san so so sinh, suy than hdi phuc hoic khong
hoi phuc va tir vong.

Phai ngirng dung enalapril ngay khi phat hién c6 thai.

SU DUNG THUOC CHO PHU NU CHO CON BU

Mic du, bai tiét vao sita me véi ty 18 rat thap, enalapril khong duoc khuyén cdo ding cho phu nit
cho con bu ¢6 bé sanh thiéu thang hodic mét vai tudn sau khi sanh do nhitng nguy co anh huéng trén
tim mach va trén than cta thuéc; cling nhu chua c6 du dir liéu 1am sang ding trén d6i twong nay.
D6i v6i nhimg trudng hgp me cho con bu ¢6 bé 16n hon, ¢6 thé xem xét sir dung néu thube can thiét
cho me va bé dugc theo ddi bat cir tac dung c6 hai cua thudc xay ra.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thudc thinh thodng gdy hoa méat hay mét mdi nén can chi y khi lai xe va van hanh may méc.

TUONG TAC THUOC: ,
Str dung enalapril déng thdi véi mot sb thude c6 tac dung ha huyét ap (vi du Nitrat hodc cac thuoc
gdy mé, ...) s& lam gia ting tic dung ha huyét 4p. Béi vay trong trudng hop d6 nén theo ddi nguoi
bénh chit ché va diéu chinh bing ting thé tich tudn hoan (truyén dich). ’

Sir dung enalapril dong thoi voi cac thude loi tiéu thinh thoang c6 thé gdy ha huyét 4p qua mirc sau
khi bt ddu diéu tri v6i enalapril. Trong trudng hop d6 nén ngimg ding thudc 1¢i tiéu hogc ting
ding mubi 1én trudc khi bt dau diéu tri véi enalapril. ,

Sir dung enalapril ddng thdi véi cac thube gay giai phong renin: Tac dung ha huyet ap cua enalapril
ting 1én boi cac thube gy giai phong renin c6 tac dung chéng ting huyét ap (vi du thude loi ti€u).
Str dung enalapril dong thdi véi céc thude lam ting kali huyét thanh, vi du khi sir dung dong thoi
enalapril v6i cac thube lgi niéu giir kali, cdc chét bd sung kali hodc mudi chira Kali, c6 thé gay ting
kali huyét thanh, dic biét & ngudi suy than, do d6 nén theo ddi ngudi bénh chit ché va thudng
xuyén theo doi ndng do kali huyét. ) )

Str dung enalapril dong thdi véi lithi c6 thé lam tang ndng do lithi huyét dan dén nhiém doc lithi.
Sir dung enalapril ddng thoi v6i cac thube gidn phé quan kiéu giao cam, cac thudc chdng viém
khong steroid (NSAID) c6 thé 1am giam tac dung ha huyét 4p cla enalapril.v

Sir dung enalapril ddng thoi v6i cac thudc tranh thai gdy ting nguy co tén thuong mach va khé
kiém soat huyét 4p.
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Sir dung enalapril ddng thdi véi cac thube chen beta-adrenergic, methyldopa, c4c nitrat, thuc chen
calci, hydralazin, prazosin va digoxin khéng cho thay tac dung phu c6 y nghia lam sang.

TAC DUNG KHONG MONG MU()N
- Céc tac dung khéng mong mudn thuong nhe va tam thoi, khong can ngung thudc.
- Hiém khi xay ra choang véng, nhirc dAu, mét moi va suy yéu. Thinh thoang c6 ha huyet ap, ha

Xay ra L suy than, thiéu niéu.

huyét 4p tu thé, ngat do ha huyét ap, budn nén, tiéu chay, chudt rit, ho, ndi ban. Rét hlemak% 4 ;

- Do min cam, phu thin kinh mach c6 thé xay ra dudi dang phi mat, moéi ludi, hau hong v
chi. Trong trudng hop nay, ngung thudc va diéu tri hd trg ngay.

- Nhlmg thay dbi can l4m sang, ting tri s6 men gan va nong do bilirubin huyet tang kali huyet
giam natri huyét, ting creatinin va uré huyét (tw hdi phuc khi ngung thudc), giam gia tri
hemoglobin va hematocrit.

- Céc trudng hop sau rat hiém xay ra:

H¢ tim mach: nhip tim nhanh, hdi hdp, loan nhip, dau thit nguc, nhdi mau co tim, chin thuong
mach ndo do ha &p manh.

H¢ hé hdp: viém phe quan, ho, co thit phe quén, khé thd, viém phdi, khan giong.

Hé tiéu héa: khd miéng, mét sy ngon miéng, nén, tiéu chay, tdo bén, viém tuy, tic rudt.

Suy gan: viém gan, vang da.

Hé than kinh: trim cam, la 1an, mat ngu.

Da: hong ban dang vay nén, mé day, ngira (do phan (g ting cam), nbi ban nhu hdng ban da
dang, nhay cam é&nh séng, rung téc.

Cdc co quan tao huyét: thay ddi cong thirc mau (giam tiéu ciu, giam bach cAu trung tinh, suy
tiy, hiém khi mat bach cau hat).

H¢ sinh duc tiét niéu: vai truong hop protein ni¢u.

Mian cam: thay dbi da, sot, dau co va khép, viém mach, xét nghiém khéang thé khang nhan
duong tinh, tdng bach cau ua eosin.

Cdc hé khdc: md mét, réi loan thing bing, 1 tai, bat luc, thay dbi vi gidc, viém ludi, toat md
ho6i.

Théng bdo cho Bdc sy cdc tdc dung khong mong muon gdp phdi khi sir dung thubc.

LIEU DUNG & CACH SU DUNG:

Tang huyét 4p & ngudi 16n:

- Khéi dau 5-20 mg mot lan/ngay.

- Liéu duy tri: 10-20mg mét lan/ngay; t6i da 40mg mot lan/ngay. ’ ,

- Thoi gian hiéu chinh lidu phu thudc timg ddi twgng bénh nhan va mirc do dép tmg ddi véi huyét
ap.

Liéu diing cho bénh nhan suy tim sung huyét:

Liéu ding

Tuan thi 1 Dung li¢u thap hon Smg/ lan/ngay
Tuan thir 2 10 mg/lan/ ngdy hodc 5 mg x 2 1an/ ngay

Tuan thir 3 & 4 | 20 mg/lan/ ngay hogc 10 mg x 2 1an/ ngay

Liéu diing cho bénh nhan suy than c6 do thanh thai creatinin (CrCL) trong khoang 30-80 ml/phut:
- Khéi ddu 5-10 mg/ngdy. ’ ’

- Liéu duy tri: dya vao chirc ning d4p tng thudc clia doi tugng nay.

Cich diing: Puong udng.

QUA LIEU & CACH PIEU TRI:
Tai liéu qua liéu ciia enalapril ¢ ngudi con han ché. Pic diém ndi bat cua qué lidu enalapril 13 ha

huyét 4p niing. Khi qué liéu Xay ra, nén ngung diéu tri bing enalapril va theo dai ngudi bénh chat
ché, 4p dung cac bién phap diéu tri triéu chimg va hd trg nhu gdy nén, rira da day, truyén tinh mach
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huyét twong va natri clorid dé duy tri huyét 4p va diéu tri mat can béng dién giai. Tham tich méu c6
the loai enalapril khoi tuan hoan.

HAN DUNG: 24 thang ké tir ngay san xuat. Khong ding thubc qud han cho phép.

BAO QUAN Bao quan noi kho, mat, dudi 30°C. Tranh 4nh sang va d6 am.

pé thuoc trinh xa tim tay tré em. vy
TIEU CHUAN: USP 36 (@
NHA SAN XUAT i
Dr. Reddy’s Laboratories Ltd. -
Survey No. 42, 45 & 46, Bachupally Village,

Qutbullapur Mandal, Ranga Reddy District,
Telangana State Indla 500 090.

TUQ. CUC TRUONG
PTRUON‘G PHONG
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