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TO HUONG DAN SU DUNG THUOC
Vién nén
ENATRIL 10 mg

H ® Thufc ban theo don
\VIEN NEN ENATRIL 10 mg

1. Thanh phin: M&i vién nén chira I
Imidapril hydroclorid................coorvevvrerrressesesscseserecscs 10 Mg LL
; T4 dUQC VITa Ql..........oouervieniineceesenerscninesisesseennnne: 1 V€D 06D }‘
(Lactose, macrogol, magnesi stearat)
2. Cac djc tinh dwge ly:

. 2.1. Cdc dic tinh duwge lec hoc:
" - Imidapril hydroclorid I tién chét, sau khi udng, bi thity phén dé tao dang chuyén héa acid dicarboxylic (12
imidaprilat) c6 hoat tinh (rc ché men chuyén angiotensin. Imidaprilat irc ché hoat dong cua ACE, enzym
phan bd réng khép trong mau va té bao ndi méd cua nhidu loai mé. Tac dung 1am ha huyét 4p cia imidapril
hydroclorid 1a do trc ché ACE, tir d6 kim ham sy tao thanh angiotensin II, két qua 12 truc tiép hodc gian tiép )
lam gidn mach ngoai bién va gidm sirc khang ciia thinh mach méu. P
- Uc ché ACE; Viyd
+ Imidaprilat la chat chuyén héa con hoat tinh, rc ché c6 canh tranh hoat tinh c4c ché phim ACE ly tirvé |/ */
! thén ctia lon va tir huyét thanh ngudi, sy trc ché nay phu thuge lidu lugng. fo| o
+ Trén chudt cong, udng imidapril hydroclorid va imidaprilat trc ché phy thudc lidu lugng sy ting huyét 4p ‘\ i\ pu
do dung angiotensin I. Lk B
- Téc dung 1am ha huyét 4p: P
+ Ngudi bénh c6 tang huyét ap tw phat udng nhidu ngay imidapril hydroclorid véi liéu 5 — 10 mg 14n/ngay. NS
Thdy thudc c6 tac dung én dinh 1am ha huyét 4p va khong c6 tac dung trén su thay dbi huyét ép theo nhip ;
| sinh hoc mét ngay dém.
| 2.2. Cdc diic tinh dwgc dpng hoc:

- Imidapril hydroclorid chuyén héa cho 4 chét chuyén héa va chét me imidapril hydroclorid. Trong 4 chét
chuyén héa, chi riéng c6 dang acid di-carboxylic (imidaprilat) 13 c6 hoat tinh dugc ly.

- Ngudi khoe manh udng ligu don 10 mg imidapril hydroclorid, thudc dat ndng do dinh trong huyét twong sau
khi uéng 2 gir va dao thai tir huyét tuong vé6i thoi gian ban thai khoang 2 gid. Imidaprilat 1a chét chuyén
héa con hoat tinh ciia imidapril, dat ndng d6 dinh (khoang 15 ng/ml), sau khi uéng imidapril 6-8 gid, dao
thai din tir huyét twong véi thoi gian ban thai khoang 8 gio.

- Ngudi khée manh uéng liéu khéi ddu 10 mg imidapril hydroclorid, thi 25,5% lidu ding s& thai trir qua nuéc
tidu trong 24 gio.

- Ngudi khoe manh udng liéu khéi dau 10 mg imidapril hydroclorid mot 1An m3i ngay, ding trong 1 tuén lién,

i thi ndng d6 imidaprilat trong huyét twong dat trang thai én dinh sau 3 — 5 ngay ding thudc. Khéng c6 déu
! hiéu tich liy thudc & ngudi bénh c6 suy chirc nang thén, thi ham lwong dinh imidaprilat trong huyét trong
. tang 1én va s& chém thai trir khéi huyét twong.

. 3. Chidjnh:

i| - Tang huyét 4p.

' - Tang huyét 4p nhu mé théan.

4. Liéu lwgng va cich dung:

- Ngudi lon:

+ Liéu thuong dung: uéng 5 — 10 mg/lin x 1 lAn/ngay. C6 thé diéu chinh liéu tay thugc tudi va triéu chimg
ciia ngudi bénh. i

+ Véi ngudi tang huyét 4p nghiém trong, ting huyét 4p kém bénh than hoic ting huyét 4p nhu mé thén, thi
liéu khéi ddu 1a mbi ngay ung mét 1dn duy nhat 2,5 mg.
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- Ngudi suy than:
+ Vé6i bénh nhén suy than ning ma CICr < 30 mL/phit hoic ndng do creatinin trong huyét thanh > 3
mg/dL, thi can thén trong khi ding thudc nay. Cén gidm nira liu hogc kéo dai khoang cach c4c liéu dimg,
5. Chéng chi djnh:
- Ngudi 6 tién sir qua min cam véi bét ky thanh phén nao ciia thubc.
- Ngudi c6 tién sir phi niém (phit niém do thudc trc ché men chuyén angiotensin (ACE) v.v... phil niém do di
! truyén, phi niém méc phai, phti niém tu phat v.v...) (c6 thé gap phil niém kém kho6 thg).
| - Ngudi diing dextran cellulose sulfat dé hép thu loai trir LDL-cholesterol (c6 thé gap shock).
I! - Neguéri 6 thim phén loc mau véi mang acrylonitrile mehtallyl sulfonat natri vi c6 thé gdp triéu chimg phan
Vé.
- Ngudi mang thai hogic ngudi ¢6 thé cé thai. J/\
6. Thin trong: /f/ /
- Ngudi suy thén.
- Nguoi hep dong mach ca 2 bén than.
- Ngudi c6 réi loan mach nfio (Ha huyét 4p manh c6 thé gy thiéu hut dong méu t6i n3o, nén 1am tdi t& hon
trang thai ngudi bénh).
- Ngudi cao tudi.
- Thén trong cho nhimg bénh nhan sau ddy vi c6 thé gdy ha huyét 4p tam thdi nhung nghiém trong sau khi
dAu ding imidapril, nén bat d4u lidu thép hon, réi tang din liéu, dong thdi theo doi chat ch& bénh nhan:
- + Ngudi bi tang huyét 4p nghiém trong.
! + Nguoi dang thAm phén loc mau.
l + Ngudi dang dung thudc lgi tiéu (dac biét voi ngudi bat dau dung thudc loi tidu).
! + Ngudi dang theo ché d9 an kiéng mubi nghiém ngit.
f. - Khéng ding thubc 24 gi truée khi phiu thuét.
7. Sir dung cho phu ni ¢6 thai va cho con bi: , S
- Chéng chi dinh & ngudi mang thai hoic nghi c6 thai (it nuéc 8i, thai chét, tir vong so sinh, ha huyét ép, suy :k.\ BHA
than, tang kali/m4u, giam san nfo & tré em so sinh da dugc béo cdo & ngudi me ¢6 ting huyét 4p ma ding |, . )14
thuc irc ché men chuyén angiotensin (ACE) thi gian giita hoic cubi cia thai ky. Ciing gip co chan tay va
bién dang so - mat & tré so sinh ¢6 thé do nguyén nhan it nuéc 6i). ooy
- Phu nit trong thdi ky cho con bu khéng durgc dung imidapril. Néu xét thiy thudc qua cin cho ngudi me, phai
ngimg cho con bi sudt thoi ky me dung thudc (thir nghiém trén chudt cong, thdy imidapril hydroclorid bai
tiét qua sira me).
8. Tic dung d6i véi kha ning 14i xe va van hanh may méc:
- Vi tac dung 1am ha huyét 4p cia thubc c6 thé gay chéng mit hodc chodng véng, ngudi bénh cin than trong
khi 14i xe va véin hanh may méc.

9. Tuong tic thude:
- Khéng duge dung chung véi dextran cellulose sulfat dé hép phu loai trir LDL-Cholesterol vi c6 thé bi
choang.
- - Bénh nhan c6 thim phan mang acrylonitril methallyl sulfonat natri, c6 thé xay ra phan img phan vé.
- Thuc loi tidu gift kali (spironolacton, triamteren, ...), thudc bd sung Kali (kali clorid, ...): ham luong kali
trong huyét thanh cé thé tang. Khi phdi hop céc thubc nay cin theo ddi chat ch& ham luong kali trong huyét
thanh.
I - Thubc 1gi tiéu giam huyét 4p (triclormethiazid, hydroclorothiazid, ...): vl bénh nhan dung thuéc lgi niéu c6 :
| thé gap ha huyét 4p manh sau khi khoi ddu ding imidapril hydroclorid, nén phai ding thudc than trong nhu .o
! giam lidu khéi du.
- Céc ché phém chira lithium: trigu chimg ng doc lithium (budn ngi, run, loan tri, ...) c6 thé gip. Cén dinh
lugng thudng ky ndng dé lithium tong méu. Néu gip diéu bét thuong, cin giam liéu hofic ngimg ca 2 thudc.
- Thudc chéng viém khong steroid (indomethacin, ...): tic dung lam ha huyét dp c6 thé bj giam. Po huyét 4p
thuong ky va cé bién phap thich hop.
- Céc ché phim chira kalidinogenase: c6 kha ning sy ha huyét 4p qua mic 12 do phdi hop véi imidapril
hydroclorid. ) )
- Céc thubc khéc c6 thc dung lam ha huyét &p: tic dung 1am ha huyét 4p c6 thé ting lén. Can do huyét 4p
thuomg ky va diéu chinh liéu luong ciia ca 2 thuéc.

| 10. Téc dung khéng mong mudn:
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- Thudng gap: ho, chéng mit, tut huyét 4p, nhirc dau, kho chiu & hiu, phat ban.
- It gap: tang BUN, creatinin huyét thanh, ting SGOT va SGPT, tang kali huyét.
- Hiém gip: gidm hdng ciu, hemoglobine, hematocrit, tiéu ciu; ting bach ciu wa eosin; protein niéu; ha huyét
ap thé dimg, danh tréng nguc, khan giong; ting phosphatase kiém va LHD, vang da; 1 tai, vi gidc bat
I thuong, khat, ting creatinin, phosphokinase, titc nguc, phii, d6 mit.
THONG BAO NGAY CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU
DUNG THUOC
11. Qui liéu va cach xir Iy:
- Chua c6 trudmg hop qué lidu ndo duge béo cdo. Néu ¢6 nghi ngd dung qué lidu, cin phai duge didu trj cin
thén va c6 céc bién phap hd trg phu hep.
12. Bao quén:
- Bao quan & nhiét d¢ dudi 30°C, noi khd, tranh anh séng.

13. Tiéu chudn: JP XVI |

14. Quy cach déng géi: /U/'yy
- Hop 10 vix 10 vién nén.

15. Han ding: 24 thang ké tir ngay san xuét

PE XA TAM TAY TRE EM

. POCKY HUONG DAN SU DUNG TRUGC KHI DUNG

| NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI SU DUNG THEO PON BAC Si

Nha sin xuit
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