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Néu can thém thong tin xin héi y kién thay thuoc
Chi dung thuoc nay theo sw ké don cia thay thuoc

THANH PHAN

MBOi vién nén chura:

Imidapril hydroclorid ........................ 5mg

Ta duwoc: Mannitol, acid citric, povidon, cellulose vi tinh thé, croscarmellose natri, acid
stearic... vira du 1 vién.

DPAC TINH DUQC LUC HQC:

Imidapril hydroclorid la mubi hydroclorid cta imidapril, ethyl esther ciia chét trc che men
chuyén tac dung keo dai, imidaprilat, khong chira nhém sulthydryl. Imidapril la mét tién chat,
sau khi uong, duoc hoat hoa sinh hoc do thuy phan gdc ethyl ester thanh imidaprilat. Imldaprllat
1a chat e ché men chuyén manh dbi voi angiotensin c6 thoi gian ban hity dai cho phép mdi ngay
ubng mot 1an.

PAC TINH DUGQC PONG HQC:

Imidapril c¢6 4 chat chuyén hoa va trong s6 d6 imidaprilat c6 dic tinh duge 1y hoc.

Hap thu:

Sau khi udng moét lidu duy nhit 10 mg 1m1dapr11 0 nguodi khoe manh, nong do imidapril trong
huyet tuong dat cao nhat sau 2 gio dung va dao thai khoi huyét twong véi thoi gian ban huy 1a 2
gid. Nong do dinh trong huyét trong ctia imidapril vao khoang 15 ng/ mL, sau khi dung tir 6 - 8
gi0 va duoc thai trir tir tir ra khoi huyét twong véi thoi gian ban huy 1a 8 gio.

Chuyén héa va thai triv:

Sau khi udng mét liéu duy nhat 10 mg imidapril & ngudi khoe manh; 25,5% liéu imidapril duoc
thai trir trong nudc tiéu trong vong 24 gio.

Tich liy:

Nong do imidaprilat trong huyét twong on dinh tir 3 dén 5 ngéy sau khi bat dau udng 10 mg
imidapril 1 1an/ ngay va lién tyc trong 7 ngdy ¢ nhiing ngudi khoe manh; Khong thdy dau hiéu
tich lity thudc. O nhitng bénh nhan c6 suy chac nang thén, dinh ndng d6 imidaprilat trong huyét
twong tang 1én va su dao thai ra khoi huyét twong co thé bi cham lai.

CHI DINH:
Téang huyet ap.
Tang huyét ap do nhu mo than.

CHONG CHI PINH:

- Nhitng bénh nhén c6 tién sir nhay cam véi imidapril hydroclorid.

- Nhirng bénh nhén c6 tién str do phit mach mau khi ding trc ché men chuyén.

- Nhitng bénh nhéan dugc diéu tri lam glarn LDL bang st dung dextran cellulose sulfat.
- Nhitng bénh nhan dugc thidm phan v6i mang acrylonitril methallyl sulfonat sodium.

- Hep dong mach than hai bén hodc hep dong mach than mot bén o than doc nhat.

- Hep dong mach chu hodc hep van hai 14 nang.

- Bénh co tim tic nghén nang.
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LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Nhitng bénh nhdn c6 bénh than ning: Néu ndng do creatinin huyét thanh cao hon 3mg/ dL, nén

st dung imidapril hydroclorid mét cach can than bang cach giam liéu hodc dung thua ra. Nhiing

bénh nhan bi hep dong mach than 2 bén. Than trong chung.

- Bénh nhan c6 thé bi ha huyét 4p qua mirc va thoang qua khi bat dau diéu tri v6i imidapril
hydroclorid. V&i nhitng bénh nhan sau, can bit dau véi liéu thap, sau d6 dwa vao su theo ddi
tinh trang bénh nhan mot cach sat sao, c6 thé tang lidu dan dan:

+ Bénh nhéan ting huyet ap nang.

+ Bénh nhan dang tham phan loc méu.

+ Bénh nhan dang diéu tri loi tiéu, dic biét 1a nhitng ngudi vira bat dau diéu tri loi tiéu.
+ Bénh nhan cin phai an kiéng muél tuyét dbi.

- Imidapril hydroclorid ¢6 thé gay hoa mat, chong mat, do gidm huyet ap Str dung thén trong
khi 1ai xe, diéu khién méay hay lam céc cong viée khac doi hoi tinh than sang sudt.

- Khong st dung thudc trong vong 24 gid trude khi phau thuat.

- H1pm khi bénh nhén c6 biéu hién phu do mach mau ¢ mat, ludi, thanh mén va thanh quan co6
thé nhanh chong gay ra kho tho. Néu thay c6 nhiing triéu chung trén, can ngimg dung imidapril
hydroclorid va bat dau ngay bién phap diéu tri thich hop.

- O nhiing bénh nhan dang dung thubc trc ché men chuyén anglotensm c6 thé bi "shock" trong
khi 1am giam LDL (apheresis) bang dextran cellulose sulfat nén khong duoc sir dung imidapril
hydrochlorid ¢ cac bénh nhén nay.

- O nhiing bénh nhan diéu tri bang trc ché men chuyén angiotensin da co phan tmg dang phan vé
khi dang thim phan véi mang acrylomtrll methallyl sulfonat sodium (AN 69). Imidapril
hydroclorid khong dugc dung cho cac bénh nhan dang dung AN 69 dé tham phan.

Sir dung thudc cho ngwoi 1om tuéi: Imidapril hydroclorid dugc dao thai chii yéu qua than, chinh

vi Vﬁy, c6 thé c6 ndng do cao kéo dai trong huyét trong ctia bénh nhan 16n tudi béi vi chire ning

than cua ho thu’O’ng bi suy glam Diéu nay sé lam tang kha nang xay ra cac phan Ung phuy va ting

kha nang ha ap Vi vy, nén tranh ha huyet ap qua muc & ngucn gia va viéc diéu tri imidapril
hydroclorid can duoc bat dau véi lidu thap (2,5 mg chang han) va phai dugc theo ddi chit ché.

Sur dung o tré em: Su an toan ¢ tré em khong dugc xac dinh.

Dé xa tim tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Trong quy 2 va quy 3 cua thai ky, st dung thudc Grc ché men chuyén da thay thiéu 6i, ha huyét
ap, suy than, tang kali mau va/ hodc so kém phat trién & tré so sinh va tir vong cho tré so sinh va
thai. Kém theo thiéu 6i, ciing da thiy co cu:ng chi, bién dang so mat.

Chi str dung imidapril hydroclorid d6i voi phu nit ¢ thai hodc nghi ngd co thai trong nhiing
truong hop tuyét doi can thiét. Néu dung imidapril hydroclorid cho phu ntt ¢6 thai hodc nghi ngo
c6 thai, thi thot gian diéu tri phai giam xudng t6i thiéu va can theo ddi can than tinh trang thai
nhi va thé tich nudc 6i. Im1dapr11 hydroclorid khong nén str dung cho cac ba me dang cho con bu
vi nhitng nghién ctru trén stc vat (chudt) da cho biét imidapril hydroclorid duoc bai tiét trong
stta. Néu imidapril hydroclorid can phai st dung cho nhitng ngudi me dang cho con bu thi phai
ngung cho bu trong qua trinh diéu tri.

TAC DUNG KHONG MONG MUON (ADR): 7
Ma&u: Giam hong cau, huyét sic t6, hematocrit va tiéu ciu hodc ting bach cau ai toan c6 thé xay
ra khong thuong xuyén.

Thén: Thinh thoang c6 thé ¢6 albumin niéu, tang BUN va creatinin.

Tédm than kinh: Khi dung thinh thoang c6 the xuat hién dau dau, hoa mat, chong mat khi dung.
Tim mach: Thinh thoang xuét hién danh trong nguc.

Da day - ruot: Doi khi budn ndn, ndn, kho chiu & da day va dau bung.

Gan: Co thé tang GOT, GPT, Al-P, LDH, bilirubin toan phén mdt cach khong thuong xuyén.
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Qud man: Co the hiém gap phu do huyét quan 0 mat, ludi, thanh mon va thanh quan gy kho tho
nhanh chong. Néu thiy nhimg ddu hiéu trén, can ngung imidapril hydroclorid va bat dau ngay
phuong phap diéu tri thich hop khac. Boi khi ¢o thé xuét hién phat ban va ngtra, trong nhiing
truong hop nhu thé can giam licu hodc ngung dung imidapril hydroclorid.

Nhiing phan Lfl’lg ‘khong mong muon khac: Ho, khé chiu & ¢b hong, boc héa ¢ mat va ting kali
huyét thanh c6 thé xay ra mot cach khong thuong xuyén.

Théng bdo cho thay thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thuéc.

LIEU LUQNG - CACH DUNG:

Liéu dung ¢ ngudi 16n tir 5 dén 10 mg mdi ngay uong 1 1an. Liéu dung dugc diéu chinh theo tudi
bénh nhén va mirc d6 nang cua cac tri¢u chung. 0 nhiing bénh nhén c6 bénh than, tang huyét ap
ning hoic ting huyét 4p do nhu mé than, lidu diéu tri bat dau 1a 2,5 mg ubng 1 lan mdi ngay.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC: q

C6 thé lam ting ndng do kali huyét thanh trong lac s dung kali hodc loi tiéu giit kali
(spironolacton, triamteren...) ddc bi¢t ¢ nhirng bénh nhan suy chirc néng than. O nhimg bénh
nhan diéu tri thudc 1oi nidu, co thé tang kha nang ha huyét ap trong nhiing ngay dau diéu tri bang
imidapril hydroclorid. Nén can than bat dau st dung imidapril hydroclorid liéu thap. Nhiém doc
lithium d4 thay & nudc ngoai trén nhitng bénh nhan duoc dung lithium song song véi thude e
ché men chuyén angiotensin (captopril, enalapril, lisinopril). Nong d6 lithi huyét thanh phai
thuong xuyén dugc theo doi khi dung cung lic véi imidapril hydroclorid.

PONG GOI: Hop 6 vi x 10 vién.

BAO QUAN Noi kho rdo, tranh d4nh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LU’O’N G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

San xuét tai: ) ‘ )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, buong D17, Khu Cong nghiép My Phudce 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Vi¢t Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
Tén san pham: WRIGHT
M3 sb toa: 0310.T1

- Chuyén file in theo mau Cuc QLD cip
Kiém so4t stra doi: - Pdi tén cong ty sang c6 phan
- Chuyén mi toa tir TOA293ABB sang 0310.T1 theo SOP Q.DK.1003

Nhan vién thiét ké:
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