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* CAREFULLY READ THE PACKAGE INSERT BEFORE USE

« COMPOSITION: Each tablel contains:

Imidapril hydrochlonae ........c.omimimmiaimmmimirmees 5 MG
p .8 e e rreprttertrirerees. ] LAIOL

* INDICATIONS / DOSAGE & ADMINISTRATION / CONTRAINDICATIONS /
PRECAUTION & OTHER INFORMATION:
Reler lo tho package inseri for use Instructions.

* SPECIFICATION:
In-house slandard

= STORAGE:
In dry place, protected
e 0
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* Doc ki hurdng diln st dang triege khi ding. S
Néu cin thém thing tin xin hdi y kién thily thuse.
Chi ding thuiic ndy theo sy ké don cia th thube. |
[
WRIGHT ’
(Vién nén Imidapril hydroclorid 5 mg) i
THANH PHAN
Mdi vién nén chira:
Imidapril hydroclorid... ..........c oo oo .. 5 MB

Ta dugc: Mannitol, acid citric, povidon, cellulose vi tinh thé, croscarmellose natri, acid stearic ... viva di I vién,

Dic tinh duge lye hoe:
Imidapril hydroclorid 1a muéi hydroclorid ca imidapril, ethyl esther cia chit rc ché men chuyén tic dung kéo
dai, imidaprilat, khéng chira nhém sulfhydryl. Imidapril 1a mot tién chat, sau khi udng, dugc hoat héa sinh hoc do
thiy phdn gbc ethyl ester thanh imidaprilat. Imidaprilat 13 chét ic ché men chuyén manh ddi véi angiotensin cé
thi gian ban hiy dai cho phép mdi ngay uéng mét ln.
Diic tinh duge djng hgc:
lm‘idaprii ¢6 4 chat chuyén hoa va trong s6 ¢6 imidaprilat c6 d3c tinh duge Iy hoc.
Hap thu:
Sau khi uéng mét liéu duy nhét 10 mg imidapril @ ngudi khoe manh, nong d imidapril trong huyét tuong dat cao
nhit sau 2 gio ding va dao thai khoi huyét tuong vai thoi gian bén hiy 14 2 gid. Nong do dinh trong huyét tuong
| cta imidapril vao khoang 15 ng/ mL, sau khi dung tir 6 - 8 gi¢r va dugc thai trir tir tir ra khoi huyét tuong vdi théi
gian ban hay 1a 8 gio.
Chuyén héa va thai tric:
Sau khi ubng mét liéu duy nhit 10 mg imidapril & nguoi khde manh, 25,5% liéu imidapril duoc thii trir trong
nudc tiéu trong vong 24 gid.
Tich liiy:
Néng do imidaprilat trong huyét tuong n dinh tir 3 dén 5 ngay sau khi bt ddu udng 10 mg imidapril 114n/ ngay
. v lién tuc trong 7 ngdy & nhimg ngudi khoe manh; khong thiy déu hi¢u tich 1y thude. O nhimg bénh nhan c4

i

suy chirc néing thin, dinh ndng d¢ imidaprilat trong huyét tuong téng 1én va sy ddo thai ra khoi huyét tuong c6 thé
bi chém lai.

CHI DINH:

Tang huyét ap. el
Ting huyét 4p do nhu md thin, LV

CHONG CHi DINH:

- Nhimg bénh nhin c6 tién sir nhay cdm vdi imidapril hydroclorid.

- Nhimg bénh nhan c6 tién sit do phi mach mdu khi ding trc ché men chuyén.

- Nhimg bénh nhin duge dicu trj lam giam LDL bing sir dung dextran cellulose sulfat. 7

- Nhimg bénh nhin duge thim phin vai ming acrylonitril methallyl sulfonat sodium. /
- Hep dgng mach thin hai bén hofic hep dong mach thdn mdt bén & thin ddc nhat,

- Hep ddng mach chi holic hep van hai la niing. /

- Bénh co tim tic nghdn nling.

LUU Y DAC BIET VA THAN TRONG KHI SU DUNG:

Nhitng bénh nhdn cé bénh thin ndng: Néu ndng 9 creatinin huyét thanh cao hon 3mg/ dL, nén sir dung imidapril

hydroclorid mét céch cén thin bing cich gidm lidu hogic ding thua ra, Nhimg bénh nhén bj hep dong mach thin 2

bén. Thin trong chung.

- Bénh nhn c6 thé bj ha huyét 4p qué muc va thodng qua khi bt ddu diéu trj v6i imidapril hydroclorid. Véi
nhimg bénh nhin sau, cin bit ddu véi lidu thap, sau d6 dya vio sy theo ddi tinh trang bénh nhdn mot cdch sit
sao, c6 thé ting licu dan dan: -
+ Bénh nhén tiing huyét 4p niing.

. + Bénh nhén dang thim phén loc méu.
+ Bénh nhén dang diu tri lgi tiéu, dic bi¢t 14 nhimg ngudi vira bit ddu diéu tri loi tiéu,
+ Bénh nhan cdn phai 4n kiéng mubi tuyét doi. .

- Imidapril hydroclorid cé thé giy hoa mit, chéng mat, do giam huyét ap. Sir dung thin trong khi lai xe, ditu
khién may hay lam céc cdng viéc khdc doi hoi tinh thdn séng sudt.

- Khéng sir dung thubc trong vong 24 gid trude khi phdu thujt.

- Hiém khi bénh nhin c6 biéu hi¢n pht do mach mau & mjt, ludi, thanh mdn va thanh quin c6 thé nhanh chéng
giy ra kho tha. Néu thiy cé nhimg tri¢u chimg trén, can ngimg ding imidapril hydroclorid va bit ddu ngay
bién phép diéu tri thich hgp.

- O nhimg bénh nhan dang dung thubc e ché men chuyén angiotensin c6 thé bj "shock” trong khi lam giam |
LDL (apheresis) bing dextran cellulose sulfat nén khong dugc str dung imidapril hydrochlorid & céc b¢nh nhin

ndy.

- O nhing bénh nhén diéu trj bing tc ché men chuyén angiotensin da c6 phin ung dang phin vé khi dang thim
phan vdi mang acrylonitril methallyl sulfonat sodium (AN 69). Imidapril hydroclorid khong duge ding cho cic
bénh nhén dang ding AN 69 dé tham phin.

7 udc cho ngudi Ién tdi: Imidapril hydroclorid duge ddo thi chi yéy 4

dai trong huyét tuong ciia bénh nhan lén tudi bai vi chire e

kha niing xdy ra cic phan img phy va tling khd ning Jil 4p; ¥
25

vi vily, c6 thé co
mg bi suy gidm.
hhuyét dp qui

PHO CUC TRUONG | JM MM
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mUc & ngudi wia va vige didu trj imidapril hydroclorid cin duge bit diu véi lidy thip (2,5 mg ching han) va phai |
dugc theo ddi chit cha, [
Ste dyng ¢ tré em: Sy an toan & tré em khéng duge xdc dinh.
Dé xa tim ta 1y tré em.

SUDUNG CHO PHY NU' CO THAI VA CHO CON BU:

Trong quy 2 va quy 3 cia thai ky, sir dung thudc tre ché men chuyén da thily thiéu &i, ha huyét dp, suy than, ting
kali mdu va/ hodic sg kém phat trién & tré so sinh va tir vong cho tré so sinh va thai. Kém theo thidu 6i, ciing da
thdy co cimg chi, bién dang so mit,

Chi sir dung imidapril hydroclorid dé; vai phy nit ¢6 thai hoiic nghi ngé c6 thai trong nhimg trudng hop tuyét dbi
cdn thiét. Néy dung imidapril hydroclorid cho phy nir c6 thai holic nghi ngé 6 thai, thi thai gian dicu trj phai
8idm xudng t5i thiéu va cdn theo di cdn thin tinh trang thai nhi va thé tich nuge & Imidapril hydroclorid khéng
nén sir dung cho cic ba me dang cho con b vi nhimg nghién cir trén sic vit (chudt) da cho biét imidapril
hydroclorid duge bai tiét trong sira. Néu imidapril hydroclorid cin phai sir dung cho nhimg ngudi me dang cho
con bu thi phai ngung cho ba trong qua trinh diéu trj.

TAC DUNG KHONG MONG MUON (ADR):
Méu: Gidm héng cdu, huyét sic t6, hematocrit va tidu cdu hoic ting bach cdu i toan c6 tha xay ra khdng thudng
Xuyén.
Than: Thinh thodng c6 thé ¢6 albumin ni¢u, ting BUN va creatinin.
Tam than kinh: Khi dung thinh thodng ¢4 thé xult hién dau dau, hoa mit, chéng miit khi dimg,
Tim mach: Thinh thoang xut hién danh trong nguc,
Da day - rugt: Bai khi budn ndn, nén, khé chju & da diy va dau byng,
Gan: C6 thé ting GOT, GPT, AI-P, LDH, bilirubin toan phdn mét cach khdong thudng xuyén,
Qud mdn: Cé thé hiém gip phu do huyét quin & mat, ludi, thanh mén va thanh qudn giy khé thé nhanh choéng,
Néu thdy nhimg diu hicu trén, cin ngimg imidapril hydroclorid va bt diu ngay phuong phip didu trj thich hop
khic. Di khi c6 thé xuit hién phat ban va ngira, trong nhimg truémg hop nhy thé cin gidm liéu hojic ngimg ding
imidapril hydroclorid
Nhitng phan ing khong mong mudn khdc: Ho, khé chiu & ¢d hong, béc héa & mat va tang kali huyét thanh c6 thé
xdy ra mit cach khong thuéng xuyén.

. Thang bdo cho thdy thudc cdc tée dung khéng mong mudn &3p phdi khi sie dung thude.

LIEU LUQNG - CACH DUNG: .

Liéu dung & ngudi Iém tir 5 dén 10 mg mdi ngdy ubng 1 lin. Lidu ding dugc diéu chinh theo tudi bénh nhin va
muc d¢ nfing cia céc trigu chimg. O nhimg bénh nhan c6 bénh thin, ting huyét dp niing hojic ting huyét 4p do nhu
md thiin, liéu didu trj bt ddu 13 2.5 mg udng 1 Iin mdi ngay.

TUONG TAC THUOC, CAC DANG TUGNG TAC KHAC:

C6 thé lam ting néng dd kali huyét thanh trong lic sir dung kali hojic loi tiéu gitr kali (spironolacton,
triamteren...) dic bi¢t & nhimg bénh nhin suy chie niing than. O nhimg bénh nhan didy trj thuée ¢i nigu, c6
thé ting kha ning ha huyét ap trong nhimg ngdy ddu diéu tr bing imidapril hydroclorid. Nén cén than bat ddu sir
 dung imidapril hydroclorid lidy thap. Nhiém déc lithium d3 thdy & nuéc ngodi trén nhimg bénh nhan duge
dung lithium song song véi thubc e ché men chuyén angiotensin (captopril, enalapril, lisinopril). Néng d¢
lithi huyét thanh phai thuong xuyén dugc theo dai khi dung cung lic vai imidapril hydroclorid.

\" <

DONG GOI: Hop 6 vi x 10 vién.

BAO QUAN: Noi kho rdo, tranh 4nh séng, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUGQNG: Tiéu chuin nha sin xudt.

HAN DUNG: 36 théng ké tir ngdy san xudt,

San xuit tai;

CTY TNHH DP DAT VI PHU

(DAVI PHARM CO,, LTD) . !

Lé M7A, Budng D17, Khu CN MY Phuéc 1, Xa Théi Hoa, Huyén Ben Cét, Tinh Binh Duong, Viét Nam,
Tel: 0650-3567689 Fax: 0650-3567688
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