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M‘aquett@ qudng cdo sdn phdm Indopril 5-10
Hinh thdc: Tai liéu thong tin cho cdn bg y té’

Indopril 5

Imidapril hydroclorld 5 mg

THANH PHAN
MBI vién nén Indopril § chia;
Imidapril hydroclorid
T4 dugc viia 60 ..,

Mbi vién nén Indop/ll 10 chia:
IiGAPI BYOFOCKOND ...ovvvvvvrvrsirrisesssvscssossossrsssssnses 10mg
VB ORCMAM 55000 i0issi505v5viisiesvvicivermvesiviiviseiissivise 1vién

mo TA
Indopril 5: Vién nén tron, méu trdng, hai mat khum, tron,

Indoprif 10:Vién nén tron, mawtring, mt mat khic vach, mot mat tron.

pugc Lyc Hoe
Imigapril 3 mot thubc ching ting huyét 4p thubc nhém Gc ché enzym chuyén
angiotensin, 6 tac dyng nhy mdt tién duge, sau ki ubng chuyén thanh imidaprilat.
Trong huyét tuong, enzym chuyén angiotensin, chuyén angiotensin | khdng c6 hoat
tiinh thanh angiotensin Il o6 hoat tinh co mach manh, lam tang huyét 4p, dbng thoi
kfeh thich tuy8n thugng thén bai tiét aldosteron. Imidaprilat G ché enzym chuyén
angiotensin, do 86, ngiin cin chuyén angiotensin | thanh angiotensin 11, 1Am gidm
angiotensin Il trong huyét tuong, dBn dén gidm thc dyng co mach va gidm tit
aldosteron. Ngodi ra, enzym chuyén con cb chiic ning gidng hoa bradykinin thanh
chét chuyén fiba khbng cb hoat tinh, do 6 (e chE enzym chuyén angictensin din
@8n ting hoat tinh clia hé kallikrein ~ kinin trong tudn hoan va tai chd gay gidn
mach ngogi vi thong qua hoat hoa hé prostaglandin. Imidapril cling gidn tiép lam
1ing sén xudt cic yéu 16 gdy gidn mach c6 ngubn gbc tir ndi mac mach mau nhy
nitric oxid thong qua thy thé bradykinin beta, trén t& bao ndi mac. V6i hai co ché
trén, imidapril 1am gidm huyét 4p bling cach 1am gidm slc cdn mach méu toan
thén nhung khéng 1am tang tin 6 tim do phan xa bl trir, Tuong ty céc thubc (¢
chE enzym chuyén angiotensin khéc, imidapril 1am gidm tJ 16 mAc bénh va t 18 tis
vong & ngudi bi suy tim man. Imidapril 1am gidm tién génh, hiu gdnh va stc cing
thanh tm thy, ting cdng ndng clia tim nhung khong tang tin s8 tim. Imidapril gy
ting nhe ndng 60 kali huyét thanh, ddng thoi, ting thai natri va dich bing cach
tang luu lugng mau qua than, gidm san xudt aldosteron va hormon chdng bai niéu.
Luw lugng méu gua thin ting nhung t6c d6 loc cdu than thubing khong ddi.
Imidapril Bm gidm huy8t 4p & tu thé ngdi, ding hofic ndm nglia voi midc d§ nhy
nhau. T4c dyng ha huyét 4p dugc ghi nhan manh nhét sau 6 - 8 gib ding thubc. 0
mit s bénh nhdn, cin vai tudn diéu tri moi dat duge hidu qua kiém soét huyst 4p
16i wu. Téc dyng ha huyét 4p dugc duy tri khi didu tri kéo dai. Diing thubc 4t ngdt
khong kam ting nhanh huyét 4p.

DUgC BONE HOC
Hap thu: Sau khi ubng, imidapril hdp thu nhanh nhung khong hoan toan; sinh kha
dyng Gubng ubng khodng 70%. Thiic Zn 1am gidm hip thu thuSc, NBng 9 cyc dai
trong huyét tuong clia imidapril dat khoéng 2 gib sau khi ding thubc,

Phin b6 Imidapril v chét chuyén hoa imidaprilat c6 hoat tinh déu lién két voi
protein huyét tusng & miic 46 trung binh, tuong (ng khoéng 85% va 53%.

Chuyén héa: imidapril duge chuyén héa nhanh & gan, chii yéu thong qua thily phan
g0c ethyl ester, tao thanh chét chuyén héa cb hoat tinh 12 imidaprilat. Thai gian dat
ndng 66 cyc dai trong huy8t tuong clia imidaprilat trong khoang 7 gids sau khi ubng
thubc. Sinh kha dyng tuyt d6i clia imidaprilat khodng 42%.

Théi triy: NSng 66 imidapril trong huyét tuong gidm theo mot pha voi thoi gian bén
théi khodng 2 gib. Nong d6 imidaprilat trong huy8t tuong gidm theo hai pha voi thdi
gian bén thai & pha ddu khodng 7 - 9 gio va thoi gian bén thai & pha cubi trén 24
gidl. Khodng 40% liéu thubc dugc dao thai vao nubc tiéu, phdn con lai vao phan.

Khi ding liéu 1p lai, nbng 8§ cla imidaprilat dat trang thai 6n dinh khodng 5 ngay
sau liéu imidapril 04y tién. Nong a0 trong huy8t tuong va AUC clia imidapril va
imidaprilat t3ng 1n & bénh nhén suy than. AUC clia imidapril ting gdp hai ldn &
bénh nhdn c6 C1,: 30 - 80 mI/phit va tang gdp gdn mubsi I4n & bénh nhén c6 C1:
10 - 29 mi/phit, C6 rat it kinh nghiém diing thulc trong cac mic 4 suy nhan, nhat
13 khi diing liéu 20 mg trong suy than. O bénh nhan suy gan, AUC clia imidapril va
imidaprilat hoi ca0 so v6i ngudi khbe manh, trong khi d6 thai gian dat duge ndng dd
dinh tuong ty nhau & 2 nhém. O ngu6i suy than, thii gian bén thai clia imidaprilat
(nhuing khng phai clia imidapril) kéo dai dang kE trong khi thisi gian ban thii clia
iuilidapril Kkhbng tang. Imidapril va imidaprilat loai bd dugc bling thAm phan mau.

CHI DINH

K(ch thudec A4 (21x29. 7cm) (4 mat)

Tai liéu thong tin thudc

Indopril 10!

Imidapril hydroclorid 10 mg

Dibu tri tang huyt 4p v can & ngudi 16n,

LIEU LUGNG VA CACH DUNG
Céch ding
Indopril dugc ding theo dubng ubng, liéu dung dugc tinh theo dang mudi
hydroclorid,
Uding thuic ngay 1 14n, 15 phit trube biia 4n, ubng ddng gid,
Do mot s6 bénh nhan c6 thé b ha huyt 4p ndng khi bAt ddu diéu tri bing cc
thudic (c ché enzym chuyén angiotensin, nén udng liéu thudc dAu tién trude gio di
ngl.
Liéu lugng
Ngudi ldn: Liéu khdi d4u thubng diing clia imidapril 1a 5 mg, 1 14n/ngay.
[t nhét sau 3 tuein didu tri ma khbng kiém soét duge huyét 4p, liéu c6 thé tang 1én
10 mg/ngay (libu hang ngay c6 hiéu qué nhat). C6 mot s6 it ngudi bénh cb thé phai
cdn 0&n liéu 20 mg/ngay (Jiéu t6i da khuyén céo), trubng hop nay cb thé c4n nhic
sii dyng phi hop v6i mot thubic lgi tibu,
Chua xéc dinh dugce Igi ich khi phdi hop imidapril véi cac thubc chbing tang huyét 4p
khéc,
Ngudi cao tudl (= 65 tudi): Liu khosi du 14 2,5 mg, hiéu chinh liéu theo dép (ng
huyét 4p clia bénh nhén. Liéu t5i da khuy&n cdo: 10 mg, 1 1An/ngay.
Suy than; Trubc khi dibu tri, phéi kiém tra chic nng thgn néu c6 nghi ngd tn
thuong than.
C/,; 30~ 80 mU/phit: Liéu phdi gidm, liéu khdi ddu khuy&n céo 2,5 mg/ngay.
C1,: 10 - 29 ml/pht: Kinh nghiém con han ché, cho théy AUC clia imidaprilat ting,
khdng nén dung imidapril.
Cl,; <10 mi/phat: Chdng chi dinh diing imidapril.
Suy gan: C4n than trong khi sif dyng imidapril & b&nh nhan suy gan. Liéu khéi d4u
dugc khuy€n céo 2,5 mg, 1 14n/ngay.
Tré em: Khong sif dung cho tré em do d0 an toan va higu qué khi sir dung imidapril
trén ddi tugng nay chua dugce xéc 1ap.
Bénh nhan dic bigt dé bj ha huyét 4p sau khi ubng liéu déu tién: Trudc khi diéu tri,
phéi diéu tri thigu hyt nubc, dién gidi va ngiing t&t ¢4 céc thubc Igi tiéu dang ding
trong 2 - 3 ngay trudc khi cho imidapril. Nu khong thé duge, cho diéu tri voi lidu d4u
ién 2,5 mg/ngay. O ngubsi tang huyét 4p bi suy tim, da thay bj ha huyét 4p trigu
chiing sau diéu trj bing thuSc dc ch& ACE. § cic bénh nhan nay, phai cho lidu ddu
tién 2,5 mg/ngay va phai theo ddi sat. Cac bénh nhan cb nguy co ha huyét 4p cdn
phai dugc theo ddi sat, 6t nht tai bénh vién trong 6 — 8 gib sau khi uBng liéu
imidapril d4u tién va mbi 14n tang lidu imidapril va Igi tiéu. Cac bénh nhan c6 con dau
thét nguc hodc mot bénh v& mach mau ndo cling phai duge theo ddi nhu vay khi
ding imidapril, Cac bénh nhan nay cb tang nguy co nhdi mau cd tim hoc tai bién
mach méu ndo khi b ha huyét 4p nang,
* 8if dyng vién thubc cé chda ham lugng 2,5 mg imidapril hydroclorid khi ding
liu 2,5 mg.

CHONG CHi BINH

-Qué mn voi imidapril hoic c4c thubc nhém (c ché enzym chuyén angiotensin
hogc v6i b4t ky thanh phdn nao clia thudc.

-Tién sl phi mach lién quan dén cac thuSc nhom (c ché enzym chuyén
angiotensin.

- Phiy mach d4c (g hoZc do di truyén.

- Phy nif ¢6 thai trong ba thang giifa va ba thang cui clia thai ky.

- Suy than n3ng c4n hodc khdng c&n thdm téch méu (CI, < 10 ml/pht).

THAN TRONG

- Nguy coha huy8t 4p: Imidapril c6 thé gy ha huyt 4p ndng, déc biét sau lidu thudc
d4u tién. Ha huyét 4p c6 biéu hién tridu ching hiém gp & bénh nhan ting huyét
4p khong bién chiing va thuing xay ra hon & cac bénh nhan c6 gidm khi lugng
tudn hoan do sif dung thubc lgi tiu liéu cao. C6 ché dd an han ché mudi, dang thdm
tach mau, tiéu chay hodc ndn. Nhiing bénh nhan nay nén dugc gidm sét r4t chit
ché khi bt du diéu tri, s dyng imidapril liéu thdp 2,5 mg va higu chinh liéu than
trong sau d6. VGi bénh nhan thi€u mau cyc bo co tim hojc mach méu ndo, nén can
nhéc 4p dyng mic liéu trén,

- Bénh nhén hep van ddng mach chii hodc hep van hai 14 hodc bénh Iy phi dai co

tim.

Trang 2
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Maquette quing cao san phdm Indopril 5-10
Hinh thdc: Tai liéu thong tin cho cdn bd y t€

Imidapril hydroclorid 5 mg

= M6t 6 6i koan tao méy duge ghi nhén nhy gidm bach cAu va bach cdu hat (djc
biét & benh nhéan b suy thén va & céc benh nhan cb r6i loan mach mau collagen
ity bénh Lupus ban db va xo cing bi), gidm tiBu clu va thiy mau. Trong trudng
hop chn thiét phai sl dyng imidapril, cdn thubing xuyén xét nghiém sd lugng bach
¢4y va cbng thuc bach cdu trude khi bAt ddu dibu tri, hai tudn mot Idn, trong ba
thang d4u va dinh ky kiém tra sau d6, Trong subt qué trinh c6 céc du higu nhiBm
kiudin (dau hong, 61..).

= BEnh nhén suy than: BEnh nhén cb CI, < 30 m/phlt khong nén sir dyng imidapril,
Cén gidm liu imidapril cho cac bénh nhan c6 CI,: 30 - 80 mi/phat. Theo d6i chat
CchE chiic ndng than clia bénh nhén trong subt qué trinh diéu trj, Suy than lién guan
dén che thubc (c ché enzym chuyén angiotensin chis y6u xay ra 6 céc bénh nhan
06 sy tim nang hogc ¢ bénh than tiém tang, bao gbm ca hep ddng mach than,

- Bénh nhdn hep ddng mach than hai bén hojc hep ddng mach than & bénh nhén
obn mbt thén, Cén gidm sét chit ché khi bt diu diéu tri, sir dyng liéy thap, hiby
chinh liéy thén trong va theo d5i chic ndng than,

- Wguy co phis mach thén kinh & mat, cac chi, mbi, IuGi, thanh mbn va/hodc thanh
quén o6 thé xdy ra bt Ki ke ndo trong dgt diéu tri. Bénh nhan dang diéu tri thii loc
LDL bling dextran sulfat, thim tach mau voi mang c6 hé s loc cao hojc dang duge
idi man cAm noc ¢ o trimg (ong, ki€n...) 6o nguy co xay ra phin (ng gid phan
vé.

- X0 gan do nguy 6o vang da ¢ mat, viém gan hodc tién trién thanh hoai ti gan bing
phét v c6 thé gay ti vong.

- Nguy co ha huyét 4p ndng, thim chi ha huy8t 4p kich phat & bénh nhan dang trai
qua phiu thudt 6n hojc dang duge gly mé voi céc thubc cd tac dyng ha huyét 4p.

- Nguy oo tang kali huyét, djc biét trén cac bénh nhdn suy thin, dai thdo dudng
Kkndng duge kiém soat holic sl dyng dbng thasi cac thubc Igi tiéu gill kali, cac ché
phém b sung kali hofic cic thubc khac c6 kha ndng tAng nbng do kali huyét thanh
(nhy heparin), N6u st dyng imidapril v6i bat ky thuc nao ké trén, cdn theo doi
dinh ki nbng d6 kali huyét thanh,

- Nguy co protein niéu, d3c biét & bénh nhan co suy than mic kem,

- Bénh nhan d4i thao dubng: Theo ddi chat ché ning db glucose huyét & cac bénh
nhén c6 tién sl 62 duge diéu tri bing cac thubc didu trj d4i théo dubing dubing ubng
hodc insulin trong thang d4u tién sif dyng imidapril,

- Thén trong khi sli dyng imidapril & ngubi cao tui, do kha ning nhay cadm hon voi
thubc. O bénh nhan trén 65 tubi, nén d4nh gid chic ndng thn khi bt dAu didu tri
v sli dyng liéu khi 84u 2,5 mg hang ngay.

- Thén trong khi sl dyng imidapril & tré em do d6 an toan vA hiéu qué chua dugc xéc

K@p.

TUONG TAC THUOC

-Thubc chong ting huyét 4p nhbém chen beta, nhom chen kénh calci ddn chit
dihydropyridin: Ding dbng thisi voi imidapril 1am t4ng tic dyng ha huyét 4p. Cén
thén trong va theo dbi chat bénh nhén khi phbi hop 2 10gi thubc nay,

- Thubc loi tiéu; Ding d6ng thisi voi imidapril c6 thé gay ha huyét 4p ning khi sif
dyng liéu imidapril ddutién, nhat 13 khi ding thubc lgi tiéu 6 liéu cao, Suy thén, dic
biét suy thén cip 04 dugc bao cdo khi phbi hop 2 thubc. Ha kall huy8t do sif dyng
céc thubic li tiu thai kali vin c6 thé xay ra khi ding déng thi imidapril, Cén than
trong va theo di chit bénh nhan khi phbi hop 2 loai thubc nay.

- Thubc ching viém khbng stercid (NSAIDs): Sir dyng NSAIDs c6 thé 1am tang
huyét p clra nhing bénh nhén dang ding thubc chbng tang huyét 4p (bao gbm c&
c4c thubc G ché enzym chuyén angiotensin) tuy mot s6 nghién cu cho théy tuong
téc nay khdng cb ¢ nghia 1Am sang. Mdc do tuong tac khac nhau gilia cc thubc
NSAIDs nhung phoi hop v6i indomethacin c thé géy tac dung rd rét nh4t. Ding
dng thii NSAIDs va cdc thubc (e ché enzym chuyén angiotensin con tang nguy co
suy than va ting kali huyét thanh, C4n than trong va theo doi chat bénh nhan khi
phbi hop 2 logi thube nay,

- Lithi: Ding ddng thoi voi imidapril, 1am tang nbng d6 lithi trong mau din dén ngd
dc lithi va nbng 00 lithi huyét tuong,

- Epoetin: Gay tang huyét 4p, vi vay, ding dbng thii voi imidapril Iam giam tac téc
dyng ha huyét 4p clia imidapril, Hién chua 16 lidu thubc (c ché enzym chuyén
angiotensin ¢6 anh hubng d&n hiéu qud clia epoetin hay khong nhung c6 thé sau vai
théng, tuong tac moi xudt hién, VE Iy thuyét, tac dung cong hgp ting kali huyt
thanh ¢6 thé xdy ra khi dling dbng thii thubc G ché enzym chuyén angiotensin voi

Kich thude A4 (21x29.7¢cm) (4 mat) '

Tai lieu thong tin thudc

Imidapril hydroclorid 10 mg

- Thude Igi tifu gl kali, céc ch€ phdm b6 sung chia kall: Ding dbng thi voi
imidapril lam tAng kali huy€t thanh, dac biét & bénh nhan co suy than méc kém,
Knhong nén sir dyng déng thol imidapril véi cc thue khéc ¢ khé ning 1am ting
kali huy&t, ngoal tris trudng hop odn thiét phai sl dyng dbng thai, dinh ky theo dai
néng db kali huy&t thanh clia bénh nhén,

PHU N CO THAI VA CHO CON BU
Phy nii ¢d thal
Tuang ty cac thudc (e ché enzym chuyén angiotensin khac, imidapril khong duge
khuy&n cdo sir dyng trong 3 thang ddu do thal ky tdng nhe nguy cd sinh qual thal,
Khi phat hién c6 thai, cAn ngimg ngay sl dung céc thubc (e ché enzym chuyén
angiotensin va thay thé bing thubc khac. 8ir dyng thubc (¢ ché enzym chuyén
angiotensin trong 3 thang gilia va 3 théng cudi thal ky c6 thé gay doc cho thai nhi
(gidm chic nang than, it nube 61, cham cbt hoa xuong s9) va tré sa sinh (suy than,
ha huyét 4p, ting kali huy€t). Do d6, khong ding cc thubc (c ché enzym chuyén
angiotensin cho phy ni c6 thai (d4c biét trong 3 théng gilia va 3 thang cudi thai
ky).

Phy nii cho con bi

Do thong tin vé viéc sir dyng & phy nli cho con bl con rt han ché, khong khuyén
¢40 sl dyng imidapril va céc thubc Gc ché enzym chuyén angiotensin néi chung &
phy nil cho con bl va nén lya chon thubc khac dé thay thé,

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Khi 14i xe hodc v4n hanh may méc nén can nhéc dbi khi c6 thé xay ra hoa mat
hodc mét moi. Chua c6 cac nghién ctu vé &nh hubing clia imidapril 18n kha n&ng I4i
Xe.

TAC DUNG KHONG MONG MUubN
Thudng gép

- Thén kinh: Dau d4u, chong mat, mét, ngl ga.

- H6 hap: Ho khan.

- Tiéu hda: Bubn nbn.

Itgap

- Tim mach: Banh tréng ngyc.

- Thén kinh; R6i loan mach méu ndo, ng4t, dj cam.

- H6 hép: Viem mii.

- Tiéu hda: Non, dau thugng vi, r6i loan tiéu hoa.

- Da: Phat ban trén da, ngla.

- Nhigm tring va ky sinh trang: Viém ph& quan, nhidm virus, nhi8m khudn ho hip
trén.

- Toan thédn; Dau ngyc, dau chi, phir (khép, ngoai vi).

- Chi 50 xét nghiém: Tang nbng do kali huyét thanh, tang nbng do creatinin huyét
thanh, tng nbng d6 uré huyét thanh, tang ALAT, ting gamma-GT.

Hiém ggp

- Méu va hé mién dich: Giam bach cAu, thigu méu,

- Chi s0' xét nghigm: Tang amylase méu, ting ASAT, gidm albumin huy8t thanh,
t4ng phosphatase kiém, gidm protein huyét thanh, suy gidm chic ning than,

QUA LIEu VA X0 TRI

Céc tridu ching qué lidu clia imidapril bao g6m: Ha huyt 4p nang, s6c, bat tinh,
nhip tim cham, rGi loan dién giai va suy than. Khi xay ra qua liéu c4n theo ddi bénh
nhén cht chg, thubing xuyén kiém tra néng do dién gidi va nbng do creatinin huyét
thanh. Thyc hién cac bién phép diéu trj triéu chiing va digu trj h8 trg nhu rifa da
day, sif dung cac chat hdp phy va natri sulphat trong vong 30 phit sau khi xay ra
qué liéu thudic.
Néu xay ra ha huy8t ap triéu ching, c4n dat bénh nhén trong tu thé chéng séc,
truyén tinh mach dung dich natri clorid 0,9%. C6 thé tiém atropin dé diéu trj nhip
tim ch4m va tinh trang kich thich dy th&n kinh phé vj qué mifc. C4n nhic viée sif
dyng méy tao nhip. Thdm tich mau c6 thé loai bd dugc imidapril va imidaprilat
khi tudn hoan, tuy nhién c4n trdnh sl dung mang c6 hé s6 loc cao.

BAO QUAN: Trong bao bi kin, nai kho. Nhiét do khdng qua 30°C.

HAN DUNG: 24 théng ké tif ngay san xuét.

PONG GOI: Vi 10 vién. Hop 3 vi.

TIEU CHUAN AP DYNG: Tiéu chufn nha san xut.

D0C KY HUONG DAN SU DYNG TRUOC KHI DUNG

&,

Kich thuwéc ban in = 85% kich thwéc that






. Maquette qudng cdo sdn phdm Indopril 5-10
Hinh thdc: Tai liéu thong tin cho cdn bd y t€ Kich thudc A4 (21x20.7¢cm) (4 mét

Tai lidu théng tin thude
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STADA

Hudng t6i stic khde cong dong

Kich thuéc ban in = 85% kich thuéc thét






