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Hop 3 vi x 10 vién
Kich thudc that: 100 x 50 x 22 mm
Ti 1& phéng to: 120%

3 Blisters x 10 Tablets
B, SOLD ONLY BY PRESCRIPTION
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© COMPOSITION: Each tablet confalns SOLD ONLY BY PRESCRIPTION

- Active i : Enalapril 5mg. KEEP OUT OF THE REACH OF CHILDREN

- Exciplent: q.5 1 tablet READ CAREFULLY THE LEAFLET BEFORE USE
INDICATIONS - USAGE - CONTRAINDICATIONS: See insert.
STORAGE: In a tight container, at dry place, protected from light, SDK  Reg. No. :
temperature below 30°C.
SPECIFICATION: USP 35 S410 SX LotNo. -
Manufactured by: SHINPDONG DAEWDD PHARMA GO LTIL NSK Mg
Bien Hoa Industrial Zone No.2, Dong Nai, VN HD Exp. Date:
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THANH PHAN: MBi vién nén chia THUGC BAN THEO BON

- Hagat chél : Enalapril maleat...5mg BE XA TAM TAY TRE EM

- T4 dulgic - vita dii 1 vién BOC KV HUGNG DAN SUf DUNG TRUGC KHI DUNG

CHI BINH - CACH DUNG - CHONG CHI BINH: san xust bdi: GTY TNHH DP SHINPDONG DAEWOD |
Xem td hudng din sl dyng S6 13, Budng 9A, KCN Bién Hoa 2, Bdng Nai, Viét Nam
BAO QUAN: Trong bao bi kin, & ndi kho, trdnh &nh séng, |
nhigt dé dudi 30°C

TIEU CHUAN: USP 35 |
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THANH PHAN: M3i vién nén chira;
- Hoat chdt: Enalapril maleat
- Td dwge: Flowlac 100, Cellulose

DAEWQQ.
hydroxypropyl cellulose, Natri starch gly
behanat.

t:n]“l hé pH 102, Eow substituted
ifaf, Cqﬂwéal—s!\ﬁ’qgm d, Glyceryl
DANG BAO CHE: Vién nén.

QUY CACH DONG GOI: Hép 3 vi Al - Al » 10 vién nén.
CHi DINH
- Tang huyét ap. )
- Suy tim (glam tir vong va bién chimg & nguwdi suy tim ¢d tréu chimg va ngudi
loan ning that trai khéng tri¢u chimg).
- Saunhdi mau co tim (huyét dong hoc di on dinh).
- Bénh thin do dai thao dwdmg (ting hofic khong ting huyét ap).
Suy thin tuén tién man.
LIEU LUQNG VA CACH DUNG
* Ngwidi lim:
I)Ting huyét &p vé eiin:
- Liéu khoi diu théng thubng: 2,5 - Smg/ngdy. Diéu chinh lidu theo dap img vé
huyét &p cia ngudi bénh,
- Liéu duy tri théng thutmg: 10 - 20mg/lan/ngay.
- Liéu gi¢i han thong thuimg - 40mg/ngay.
Khi ding dong théi voi thude loi tiéu: ngimg thude loi tidu (]ncu ¢o thé) trong 1-
3 ngay trude khi bit diu dung, Shinapril. Liéu khéni déu thap, 5mg hofc it hon
trong 24 giér. Tang din lidu mat céch thin trong theo dép img diéu trj.
2) Suy tim: Nén dung Shinapril ddng thi véi thudc 1gi tiéu.
- Ltg:u khoi ddu thong thutmg: 2,5mglin/ngay trong 3 ngay diu, 2,5mg  x
2lan/ngay trong 4 ngay tiép theo.
- Liéu duy trd 1a 20mg/ngay chia lam 2 lin vao budi sing va toi. Licu tdi da la
40mg, didu chinh liéu trong 2-4 tuén
3) Suy chirc niing thit trii khing tri¢u chimg
- Lidu khai ddu: 2,5mg x 2 1an/ ngdy vio budi sing va tdi.
- Diéu chinh lidu lién tuc cho 16 lidu 10mg x 21dn/ngdy vao budi sang va téi.
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« Ddi vdi bénh nhdn suy gidm chire ndng than:

D§ thanh thai Creafinin (ml/ Licu khéi dau (mg/ngay)
phiit)
80-30 5-10mg
29-10 2,5-5mg
<10 2,5mg

Enalapril duge loai trir ‘béng thim tach mau. Ding 2,5 mg :na]apnl trong ngay
thim tach méu cho nsucn bénh gidm chire ning thin dLro‘c dicu trj bérlg, tham
tach mau. Nhimg ngay tiép theo didu chinh liéu theo huyét ap.

* Tré em: Chua co chimg minh v& sir an toan v higu qua khi dang thuée cho tré

CHONG CHI BJNH
Dj img hofic qui mén véi thude.

- Phi mach khi m&i bit ddu didu trj nhur cde chit irc ché ACE néi chung.

- Hgp déng mach than hai bén than hofic hgp ding mach thin & nguoi chi co mdt
thén. |

- Hep van déng mach chi, va bénh co tim tic nghén ning.

Ha huyét &p co trudrc.

TH.A’\I TRONG

- N giam chirc nang thén,

- i vén ngudi nghi bj hep dgng mach thin, céin phai dinh lugng creatinin méau
trudie khi bt déu diéu tri.

SUDUNG O PHY NI’ CO THAI VA CHO CON BU
Thai ky mang thai: Giéng cac cht irc ché ACE khac, enalapril ¢é thé gy bénh va
tir vong cho thai nhi va tré so sinh khi ngwti me mang thai sir dung thude.

Sir dung thude trong 3 thing gira va 3 théng cudi cia thai k} c6 thé gay bénh din
dén chét thai va tdn throng cho tré so sinh, gbm: Ha huyét ép, giam sin so so
sinh, suy thin héi phuc hodc khdng héi phuc vé tir vong.

Phai ngimg ding enalapril cang som cang tot sau khi phat hign cd thai.

- Thdi ky cﬁm con bi: Enalapril bai tiét vao sira me. Vi ligu diéu trj thong thudmg,
nguy co vé tac dyng c6 hai cho tré bii sira me rat tha.p

TAC DONG LEN KHA NANG LAI XE VA VAN I'L-\VH MAY MOC

Khi dang 14i xe hay vin hanh méy méc, nén chi ¥ vi thude thinh thodng cé thé xay

ra chong mit hofic mét moi.

TUONG TAC THUOC
Sir dung enalapril ddng thei voi mpt s8 thude:

- i‘huor gidn mach khdc (vi du nitrat) hode cde thudc ga‘y mé: ¢o thé gy ha huyéi
ap trdm trong. Nén theo dai nguisi bénh chit ché va diéu chinh bing tang thé tich
tudn hoan (tmyén dich).

- Thudc lgi tiéu: thinh thoang c6 thé gy ha huyct dp qua mirc sau khi bt ddu diéu
trj vai enalapril. Nén ngimg dung thude lgi ticu hofic ting ding mudi lén trirdic khi
bit dau diéu tri vai enalapril.

- Thudc gdy gidi phong renin; Tac dung ha huyét ap cua enalapril tang lén bai cac

ﬂmé»c gdy gidi phong renin ¢6 thc dung chéng ting huyét ap (vi dy thudc lgi llcu)

Thude lam ting kali huyef thanh, vi du cde thuoe lpi nidu gift kali, cde chdr bd

sung kali hode mudi chira kali: ¢6 the gy tang kali huyét thanh, dic bigt & ngui

suy thin, do dé nén theo ddi ngudi bénh chiit ché va thudmg xuyén theo ddi nong
d5 kali huyet. : . : ~

Lithi; ¢6 the lam ting nong d¢ lithi huyet din dén nhiém ddc lithi.

Thude gian phe gquan kidu giao cam, cdc thuéc ching viém khing steroid

(NSAID): c6 thé 1am giim téc dyng ha huyét 4p cia enalapril.
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Nha mdy - S6 13, Duong 9A, KCN Bién Hoa 2, Déng Nai, Viét Nam,

Vin phong: Phong 5 & 7, Lau 9, Thap R1-Toa nha Everrich, 968 Buimg 3/2, P, 15,
Fax ; (08) 222 50682

- Thude udng trdnh thai: gy ting nguy co tén thuong mach va kho kiém soat huyét
ap.

- Thude chen beta - adrenergic, methyldopa, cde nitrat, thude chen cald
hyr."mfa:m. prazosin, va digoxin: khéng cho thdy tic dung phy cé ¥ nghia lim

TAC DUNG PHU :

- Tac dyng phy thuémg nhe va thoang qua, nhung c6 khoang 3% dén 6% ngudi
ding thuoe phai ngimpg diéu tri,

Picd b|eu hién ha hu‘}et ap triéu chimg khd ning sau khi ding liéu enalapril dau
tién; ¢ dén 2 - 3% s6 ngudi trong cée thir nghigm ldm sdng phdi ngimg didu tn,
dic bigt vdi nhimg ngudi suy tim, ha natri huyét, va voi ngudi cao tudi duge diéu
trj dong thivi véi thude loi tidu.

Chirc nang thiin xdu di (tang nhdt thési uré va tang nong dé creatinin huyét thanh)
d3 xay ra & khoang 20% ngudi ting huyet p do bénh thin, ddc biét & nhimg
ngudi hep déng mach thin hai bén hodc hep ding mach thin & ngudn chi co mdt
thin.

-

Thirdmg £ap, ADR = 1V100

- Hg thn kinh: Nhirc diu, chong mit, mét moi, mét ngi, dj cam, loan cam.

- Tiéu héa: Réi loan vi gidc, tiéu chay, budn nén, nén va dau bung.

- Tim mach: Phii mach, ha huyél 4p ning, ha hu\«'er. ap tur thé dimg, u,gaL danh
trong ngwe, va dau ngue.

- Da: Phit ban, 5

-~ Hé hip: Ho khan, cb thé do tang kinin ¢ mé hojc prostaglandin & phoi.

- Khic: Suy thin,

* [t gp: 171000 < ADR < 1/100
- Huyét hoc: Giam hemoglobin va hematocrit, giam bach cau hat, giam bach cdu

trung tinh.
- Niéu: Protein ni¢u,
- Hé thin kinh trung wong: Hot hoang, kich dong, trim cim ning.

* Hiém gdp, ADR <1/1000
- Tiéu hoa: Tdc rudt, viém tyy, viém gan nhiém doc i mét, ting cam niém mac

mign,
- I-\hztl;‘g Qué mién, tram cam , nhin mé, ngat miii, dau co, co thit phé quan va hen.
+ Théng bdo cho bde §7 cde tde dung phu gdp phdi khi ding thuic.

DUQC LY'C HOC

- Enalapnl I4 thude i ché men chuyén angiotensin, ¢6 tac dyng nh& enalaprilat la
chit chuyén hoa ciia enalapril sau khi uong. Enalapril lam giam huyet ap & ngudi
huyét &p binh thubmg, ngurér téng huyét 4p, va co tac dung it dén huyét dong &
ngudr suy tim sung huyét, chi yéu do {rc ché hé renin - angiotensin - aldosteron.
Enalapnl ng&n cén angiotensin | chuyén thanh angiotensin 11 (chdt gdy co mach
manh) nhé ire ché men chuyén angiotensin (ACE).

-0 ngurdn suy tim sung huyét, enalapril, thuémg phéi hop véi glycosid tim va thube
lgri tieu, lam gidm sirc cdn todn b ngoai vi, dp e ddng mach phc-l bit, kich thudc
tim, va dp lyc dong mach trung binh va ép lyc nhi phal

- Luru lrgng méu thin c6 thé tang, nhung d¢ loc cdu thin thutmg khéng dbi trong
qué trinh diéu n1 béng enalapril. Nito uré mau (BUN) va creatinin huyet thanh dbi
khi ting khi diéu trj bing enalapril lu dai, nhung hay gdp hon & ngudi co ton .
thurong thiin tir trrde hodic & ngudi ting huyet ap do mach thin, Negoai ra, chire |
nang thin cé thé xdu di ro rét trong khi diéu trj bang thude irc ché ACE & ngubi
co thin tudi miu kém bi ndng tir tnrde. O ngudi déi thio duimg, enalapril da

2 td lam giam bai tiet prﬂtcm r|1éu_ Enalapril ciing da chimg t6 lam tang d§-
nhay cam vdi insulin & ngudi tang huyét 4p bj hogic khéng bj déi théo dutmg,

DUOC DONG HQC

Sau khi udng, khoang 60% liéu enalapril dwgc hap thu tir duong tiéu hoa. Nong d6

dinh cita thudc trong huyét thanh dat dwgc trong vong 0,5 - 1,5 gio, Nira doi tha

trir ciia thufic khodng 11 git. Tae dung huyét dong hoc kéo dii khodng 24 gidy.

Thirc &n khong dnh huémg téi hip thu thude. Sau khi hap thu, enalapril dwoc thay *

phén nhieu & gan thanh enalapnim Néng dé dinh cia enalaprilat trong h”xﬁe

thanh xuat hién trong vang 3 dén 4 gidn.

Uémg mot liéu enalapril thuémg 1am ha huyét ap rd khoang | gid sau khi udng, ha

toi da trong 4 - 6 gity va thudng kéo dii trong vong 12 - 24 bIO’ Huyét ap co the

idm tir tir va phai didu tri mot s6 tudn méi dat duge tac dung day da.

Téc dyung huyel dong cla enalapnl bat diu cham hon va kéo dai hom so véi

captopril. O ngudsi suy tim sung huyet tac dung hu_vcl diing cia enalapril rd trong

vong 2 - 4 gitr va co thé kéo dai 24 giér sau khi udng mot ligu,

Khodang 50 - 60% enalapnl hen két vai protem huyét tuong.

- Khua.rlg 60% liéu uonb bai tiét véu nude tiéu & dang enalaprilat va dang khong
chuyerl hoa, phén con lai cla thude dao thai theo phan.

QUA LIEU VA CACH XU LY

- Trigu chimg: Tai ligu vé qua lidu cia enalapril & ngudi con han ché. Dic didm ndi
bit cita qua liéu enalapril la ha huyét 4p ning.

- Xir Iy: Khi qué lidu xdy ra, nén ngimg diéu trj bing enalapril va theo dai nguriri
bénh chat ché, ag dung céc bién phap didu trj triéu chimg vé hd trg nh gay naén,
rira da day, truyen tinh mach huyét twong va natri clorid dé duy tri huyét ap va
digu trj mit cin bing dign gidi. Thim tich mau co thé loai enalapril khoi tudn
hoan.

KHUYEN CAO

- Trénh xa tim tay tré em.

- Thuéc niy chi diing theo sy ké dom cia thiy thude.

kj hurdmg dén sir dyng trwde khi ding.

- N u ciin thém théng tin, xin héi ¥ kién bic si.

BAO QUAN. Trong bao bi kin, & noi khd, trinh anh sing, nhiét 46 dudi 30°C.

HAN DUNG: 24 thang ké tir ngay san xuat.

TIEU CHUAN: USP 35
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