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Huéng dén sir dyng thube

Doc ky huéng din sir dung truée khi diing

Rx Thubc bén theodon

o
MIBEDATRIL

Vién nén

Thinh phin

- Dupechit:

Mibedatril 5: Imidapril hydroclond S5mg.
Mibedatril 10: Imidapril hydroclorid 10 mg,

- Tid duege: Lactose monohydrat, calci hydrophosphat khan, tinh bt tién
gelatin hc'm, natri croscarmellose, magnesi stearat, silic dioxyd keo khan.

Durgee lye

- Imsdaml 14 mdt thute chong ting huyét éP thude nhom trc che enzym
chuyén angiotensin, ¢ tac dung nhu mdt tien duge, sau khi ubng chuyén
thanh imidaprilat. Trong huyét tuong, enzym chuyén angiotensin
chuyén angiotensin | khéng cohou tinh thanh angiotensin I1 ¢6 hoat tinh
co mach manh, lam tang huyét & ap, dong thé kich thich tuyén thugng than
bai tiét aldosteron. Imidaprilat irc ché enzym chuyén angiotensin, do do
ngin cin chuyén gi in I thanh in II, lam giam
angiotensin Il trong huyét tuong, dén dén giam tac dung co mach vé gidm
tae dung tiét aldosteron. Ngoai ra, enzym chuyén con co chire néng gian,
héa bradykinin thanh chat chuyén hoa khong hoat tinh, do do (e ¢
enzym chuyén angiotensin dan dén tang hoat tinh cia hé kallikrein —
kinin trong tudn hoan va tai chd giy gidn rnach ngoai vi thong qua hoat
hoa hé prostaglandin. Imidapril cing gian tneplam tang san xualcac yéu
tf)gay gidn mach ngoai vi thong qua thy thé bradykinin beta 2 trén té bao
nimac.

- Vi hai coché trén, imidapril lam gigm huyét ap hﬁnq cach lam gidm sirc
cén mach méu toan than nhung khéng lam ting tan so tim do phan xa bi
trir. Tuong ty cac I.huoc irc ché enzym chuysn angiotensin khac,
imidapril lam gidam ty 1¢ mic bénhvaty 1§t vong angum bi suy tim man
tinh. Imidapril lam giam tién ganh, hiu ganh va sirc céing thanh tim thu,
ting cﬁng néng ciatim nhung khung tang tan sb tim, lmldapni géy ting
nhe nong d6 kali huyet thanh, dong théi tdng thai natri va dich bang cach
tang luu luong mau qua thin, giam sin xuat aldostemn va hormon chéng
bai niéu, Luu leng mau qua thén tang nhung toe d6 loc cdu thin thiang
khéng ddi.

- Imidapril lam giam huyét ap & tur thé ngdi, dimg hofic ndm ngua vl mire
donhu nhau. Téc dung ha huyétapduuc ghi nhiin manh nht sau 6 - 8 g
dungthuoc O mét 50 bénh nhin, cin vai tudn diéu tr mai dat dugc hidu
qua kiém sodt 15i v, Tace dung ha huyét dp duge duy tri khi digu trj kéo
dai. Ngimg thube ot ngét khong lam ting nhanh huyét ap.

Dwrge ding hge

- Hip thu: Sau khi ueng, imidapril hip thu nhanh nhung khéng hoan toan;
smh kha dung ﬁuémg uung cuaimidapril khoanﬁs 70%. Thirc dn lam gidm
hép thu cia thube. Nong dé cyc dai trong huyet tuong cila imidapril dat
khoang 2 gier sau khi du.rlg thubc.

- Phin bo: {mldapﬂl va chat chuyen héa imidaprilat cd hogt tinh déu lién
két voi protein huyét tuong & mire d3 trung binh, trong img khodng 85%
vas53%

- Chuyén héa: Imidapril duge chuyén hoanhanhu?an chiiyéu théng qua
thiy phin gdc ethyl ester, tao thanh chilt chuyén hoa cé hoat tinh la
imidaprilat. Thei gian dat nmg 45 cuc dai trong huyét tuong cia
:mldapnlal trong khodng 7 gitr sau khi udng thube. Sinh kha dung tuyét
doi cualm]dapnlal khodng 42%.

- Thii trie: Nong & imidapril trong huyét trong gidm theo mot pha vei
thén gian ban thai khoang 2 gio. Nong do imidaprilat trong huyet tuong
giam theo hai pha vai thei gian ban thii & pha ddu khodng 7 - 9 gitr v
thin gian ban thai & pha cuoi trén 24 gzu Khodng 40% I:éu thude dum:
dao thai vao nude tiéu, phan con !w vao phin. Khi dung liéu lap lar, nong
dc cuaimldspnlat dat trang thai ondm.h khodng 5 ngag sau liéu imidapril
dauh:rl idapril vaimi '} nm!cm dug bénglhmnphanmau

- Bénhnhdn suy thin: Nong do tmnshuy tuong va AUC cia |m:dapn|w
lmlds.pnlst ting lén & bénh nhdn suy thin. AUC cia imidaprilat ting gap
hai lan & bénh rlhan c6 do thanh tha creatinin (Cl,) 30 — 80 ml/phit va
tang gap mudn |ﬂl‘l & bénh nhén co Cl, 10 — 29 ml/phit. Ca rat it kinh
nghiém dung thude trong cac mire dd suy thén, nhét 1a khi ding hé.\ 20mg
trong suy thin. Thoi gian ban thai ciia imidaprilat kéo dai dang ké trong

khi thiri gran ban thai cda imidapril khong ting & bénh nhin suy thin,
Bénh nhdn suy gan: AUC cia imidapril va imidaprilat hoi cao hon so van
nguai khae manh, trong khi do thai gian dat dugc ndng dd dinh twong tur
&2 nhom.

Chidinh

Diéutri tang huyeét ap v cin & nguoni lom

Liéu llnpng vii cach diing

Llwdu.ngduofchnh theo dang mudi hydroclorid

N lém: Liu khai duthiremg 1a 5 mgflanfngay Sauit nhat 3 tudn diéu

tri ma khong kiém soat duge huyel ap, Imu co the tang le.rl 10 my Jnga\y

(ligu hang ngay co h|eu qua nha.t} MGt s6 it bénh nhin co lhe phal can dén

20 mg/ngay (liédu ti da khuyen caoJ trrimg hop nay ca thé can nhic sir

dung phoi hop vé mét thude Im tidu

N cae tudi (2 635 mffi) Ligu khéi dau 1a ?.,5 mgr'ian.-’ngayt higu chinh

lieu theo dap img huyét ap ciia bénh nhin. Liéu t5i da khuyén céo la 10

mg/lan/ngén

Bénh nhdmn thdn: Trude khi diu tri, phai kim tra chire ndng thin néu

conghi ngﬁ'tg:l thuong than:

Cl., =30 - 80 ml/phat: Phai giam liéu, liéu khéi diu khuyén céo 14 2,5
mg/ngay.

Cl,, = 10 - 29 ml/phit: Kinh nghiém con han ché, cho thiy AUC ciia

imidaprilat ting, khing nén dung imidapril.

Cl, < 10 ml/phit: Chonlgchl dinh ding imidapril

Ben!r rnthdn suy gan: Can than trong khi sir dung 1m|dapf|l & bénh nhan

suy gan. Liéu khi diu duoc khuyén caola2,s mgﬂan.-’ nga\-'

Tré em: K.hong sir dung cho tré em do an toan va hiéu qua khi sir dung

imidapril trén ddi tugng nay churaduge xac lap.

i viki bénh nhin dic b:;,-: dé bi ﬁa huyét qp saw khi udng liéu dau tién:

Trude khi didu tri, phai didu trj thiéu hut nude, dién gla: v ngimg tat ca

ci thude li tiéu dang ding trong 2 - 3 ngay trude khi sir dung imidapril

Néu khfmgthe duoe, cho diéu tri véi liéu ddu tién1d 2,5 mg/ngay O bénh

nhin ting huyetap bi suy tim, da thily ha huyét ap trigu chimg sau diéutr

bing thude ire ché enzym chuyén angiotensin. O cic bénh nhén nay, liéu

khén dau 1a 2,5 my’ngay va phai duge theo déi Ql Cac bénh nhdn co

nguy ca ha huyél ap carl phai duuc theo dﬁl sat, tot nhal tai bénh vién

trong 6 - B giar sau khi udng liéu :m|dapn| diu tién va mdi lan 1ang ligu

|mldaprll va lgi tiéu. Cac bénh nhin co con dau thit ngyre hodic mét bénh

vé mach méu nio ciing phai duge theo dm nhue vy khi dung imidapril vi

tiing nguy conhdi mau co tim hodc tai bién mach mau nio khi bj ha huyét

ap niing.

Cdch ding:

Diing duémg udng, | lan/ngay, nén cb dinh théi didm sir dung thudc mdi

ngay khuang 15 phat trudc I:Lraan

Do mét s6 bénh nhén ¢ thé bi ha huyét ap ning khi bét diu diéu tri béng

imidapril, nén udng lidu ddu tién trude gio di nga.

Chingchi d|rlll

Qua man van imidapril hydmc!ond cac thude nhom (e ché enzym
chu)ren angiotensin hay viri bat ky thanh phan nao cua lhuuc

Tién sir phu mach lién quan dén cac thude nhém (re ché enzym chuyén
angiotensin. ;

Phumach diic img hodic dodi truyeén.

Phunirco thai trong ba thang gitra va ba thang cudi thai ky

Su¥ thin ning can hoac kh(mgcantham tach mau (Cl, < 10 ml/phut).
Phai hop v cac thude ¢o chira aliskiren trén bénh nhén dai thao duwong
hodc bénh nhén suy thin (GFR < 60 ml/phit/1,73 m’).

Tac dung phy

Thin trong

Thuomg gdp: Pau dau, chong mit, mét, ngugﬂ, ho khan buén nén.

f-‘g'ap Panh trong ngyc, rbi loan mach méau ndo, ngat, d| cam; viém miii;

non, dau I.hl.rvng vi, roi loan tleu hoa; phat ban trén da, ngira; viém phe
quin, nhiém virus, nhiém khuin hé hip trén, dau ngye, dau chi, phu
(khop. ngoai vi); tng nong d ka.l: huyét thanh, tang nong do creatinin
huyelﬂ'uanh,tang nangdo uré huyét thanh, ting ALAT, ting gamma-GT,

Hiém gap: Giam bach céu, thidu mau, ting amglasc mau, ting ASAT,
giam albumin huyét thanh, tang phosphatase kiem, giam protes
thanh, suy giam chirc nang thén,

Nguy co ha huvet ap: lmldaprrll co the géy ha huyét ap
liéu thube dau tién. Ha huyét a apco biu hién triéu chin
nhan ting huyej ap khong bién chimg va thudng xa
nhén ca gidm khoi lugng tudn hoan do sir dung thud

Pé thube xa tm tay ciia t/r/
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Huéng din sir dung thube

Doc k§ hwéng din siv dung truée khi ding

ché dd &in han ché mudi, dang tham tach méu, tiéu ch-iy hoac nén. Nhimg
bénhnhan nay nen durge gidm sat rat cht ché khi bit dau diéu tri, sit dung
imidapril ligu thiip 2,5 mg va higu chinh liéu thin trong sau d6. Vin bénh
nhén thiéu mau cuc b6 co tim hofic mach mau nio, nén cin nhécnp dung
mire liéutrén.

Bénh nhén hep van ddng mach chii hodc hep van hai la hodc bénh Iy phi
da cotim.

Mt 56 roi loan tao mau dugc ghi nhén nhu giam bachcauva bach céu hat
{déic bigt & bénh nhin co suy thiin va & cac bénh nhén c6 rdi loan mach
mau collagen nhy bénh lupus ban dd va xa cimg bi), gidm tiéu cu va
thiéu mau. Tmng, truemg ho‘p can thiét pluh sir dung m'udapnl cén
thutmg xuyen xét nghiém s6 lrgng bach céu vacémgthur. bach cau trwoe
khi bét ddu diéu tri, hai tudn mot lan, tmngbalhangdsuva dinh ky kiém
tra sau do. Trong sudt qua tnnh diéu tri, can huang din bénh nh.in théng
béao ngay cho bic 57 khi co cac déu hidu nhigm khudn (dau hong, sot.. )
Bénh nhan suy thin: Bénh nhén co CI, < 30 ml/phat khéng nén sir dung
imidapril. Cn giam liéu imidapril cho céc bénh nhan ¢ CI, 30 - 80
mi/phit Theo ddi chit ché chire ning théin ciia benh nhan trong sudt qua
trinh dicu trj Suy thén lién quan dén céc thude irc ché enzym chuyén
angiotensin cha yeuxayraémbenh nhin ¢ suy tim nding hofic ¢o bénh
than tiém tang, bao gém ca hep dong mach thin

Bénh nhan hep dung mach thin hai bén hode heP dong mach thin & bén
<on mét than. Cén giam sat chat ché khi bt ddu didu tri, sir dung liéu
thp, hiéu chinh Ileuth.m trong vatheo ddi chire nangtha.n

Nguy co phi mach than kinh & mét, cac chi, méi, luid, thanh mén
vahodic thanh quén c6 thé xdy rabit ky lic nao trong dot didu i,

Bénh nhin dang diéu tri thii loc LDL bang dextran sulfat, tham tach mau
van mangcohem]ocmhoéc dang duge gidi mancémnm‘:doconn
triing (ong, kién. .. ) do nguy co xdy raphin img gid p h.unu:

Xo gan donguy cavsngdaumal viém gan hodc tién trién thanh hoai tir
gan biing phat va ¢b thé gdy tir vong,

Nguy co ha huyet ap ndng, tham chi tut huyét ap kich phat & bénh nhin
dang trai qua phau thuiit Iém hodic dang durge gdy mé v céc thude co tac
dyung hahuyétap,

Nguy co thng kali huyet dac biét trén cac benh nhiin suy than. dai Lhnn
duong khong dugc !uem soat hofic sir dung dong thn cac thude lon tiéu
giirkali, cac ché phnm bé sung kali hodic i thuoe khac co kha ning tin
nong do kal huyet ﬂ\mh (nhur heparin) N:u sir dung |m1dapr|lm van bat
ky thubc nao ké trén, can theo ddi dinh kv nong 46 kali huyet thanh

Nguy co protein niéu, dac biét & bénh nhan cosuy thin kém theo.

Bénh nhan da Lhao duung Tlu.-odm chit ché ncns do du‘{‘mg huyét & cac
bénh nhan co tién sir 43 duoe diéu tri bing cac thude diéu tri dai thio
duwémg durimg udng hode insulin trong thang déu l|enwdungxm|dnprtl
Thin trong khn sirdung imidapnil (‘mgum cao tudi, do khining nhay cim
hom vm lhuoc O bénh nhén trén 65 tudi, nén danh g chire ndng thén khi
bit diu diéutr va sudungheu khiri dau 2 5 mg/ngay.

Thin trong khi sir dung imidapril & tré em do an todn va hiéu qua chua
duq: xac lip.

Ché phém Mibedatril 6 chira lactose, khéng nén sir dung & nhimg bénh
nhén méc cae roi loan di truyen I'm:m gip vé dung nap galactose, tri¢u
chimg thiéu hut lactase Lapp hodc rdi loan hdp thu glucose — galactose.

Twong tic Ihuu vii ciie dang twong tic khic

?.ﬁmx: chdng tang hvét dp mhim chen beta, nhiom chen kénh calei ddn
chdt szpr)wdm dung dong thin voi imidapril lam tang tac dung ha
huyét ap. Can thin trong va theo dai chit ch@ bénh nhén khi phéi hop 2
loal rhucu: niy

Thude I tiéu: ding déng Ihal véri imidapril c6 thé giy ha huyét p nang
khi sir dung liéu imidapril dau tién, nhdt 1 khi sir dung thude ]cn tigu &
liéu can. Suy than, dicbigtsuy théncap didlroc bao cao khi phéi hop hai
thuoe. Ha kallhuyet do sir dungcac thude lgn tidu thi kali van c the xay
rakhi diing ddng theri im nl Ca.n thin trong va theo ddi chdt ch bénh
nhan khi phor hu-p 2logith

Thude khdng viém khong mnud (\’ SAID): Sir dung NSAID co thé lam
tang huyét ap cia nhing bénh nhin dang ding thudc chéng tang huy ét
(bao gom ci cde thuuc ire ché enzym chuyen angiotensin), tuy mjt so
nghién ciru cho thiy trong tac nay khéng co y nghia lam sans, Mire 46
tuomg tac khac nhau gilfa cac thudce NS.‘\ID nhung phdi hop vin
indomethacin co thé gay tao dung ré rét nhat.

Lithi; dung dong thin voi imidapril, lam tiing ndng 4 lithi trong mau din
dén ngd doc lithi. Theo dii ch&t ché bénh nhin, giam sat biu hién dic
tinh cia lithi v ndng 48 lithi huyét trang,

Epoetin: Epoetin gy tang hu)ret ap, vi vily ding dong than vén n'mdapn!
Iam gidm tac dung, ha huyet ap cia imidapril, Hign chura r liéu thube ire
ché enzym chuyén angiotensin c6 dnh hudng dén higu qui cia epoetin
hay khéng nhimg co thé sau vai thang, tuong tic méi xudt hién. Vé Iy
thnyet, tac dung eong hop ting kal: huyét thanh ¢ thé xéy ra khi ding
ddng thiri thube irc che enzym chuyen angiotensin v&i epoetin

Thude lgi tiéu gii kali, cde ché swng chira kali: dung dcng théni
van imidapril lam tiing kali huyet lhanh. dic bigt & bénh nhén co suy thin
kém theo. Khéng nén sir dung déng thai imidapril vén cac thude khac co
kha nang lam tang kali huyét, ngoai tris truomg h bénh nhin dang co
nmg 4§ kali huyét thanh thap, Trong truom, hvpgxn thiét phai sir dung
dunuthm dinh ky theo déi gdoknhhuyet thanh ctia bénh nhan,

Qui liu va cach xir tri
- Trigu chimg: Ha huyét ap niing, soc, bit tinh, nhip tim chim, réi loan dién

gids vé suy thin

(‘écfr.w.'rf Khi xdy raqua lidu cln Lheo d&i bénh nhén chit ché, thudmg
xuyén kiém tranong d9 dién i va mngd creatinin huyet thanh. Thye
hién cac bién phap diéu i triéu chimg v diéu tri hd trg nhu rira da day, si
dung cae chm hip phy va natri sulfa.t trong vong 30 phut sau khi xdy ra
qua lidu lhuoc Néu xdy ra ha huyé ap triéu chimg, cin dt bénh nhin
trong tur thé chm,g sbe, tmyen tinh mach dung dich natri clorid 0,9%. Co
thé tiém in dé dieu trj nhip tim chim va tinh trang kich thich d.a)'
than kinh phe vi qua mire. Céin nhie viée sir dung méy tao nhip. Tham
tach mﬂnco thé loai bo durge 1mldapn1 vamidaprilat khéi tuin hoan, tuy
nhién cdn tranh sir dung mang 6 hé s6 loc cao

Sirdung cho phy nir mang thaiva cho con bi

Phu m'hm'ug thai:

Tuong ty cic thude irc ché enzym chuyén angiotensin khac, imidapril
khéng duge khuyén céo sir dung trong ba thing déu thai ky do ting nhe
nguy co sinh quai thai I(.!n phit hién co thai, cin nsv.mgngay sirdungck
thude tre che enzym chuyén angiotensin vilhsy thé bang thube khae, Sir
dung thuée ire ::‘r\e enzym chu;ren angiotensin trong ba thang giira va ba
thang cudi thai ky c6 thé gy dic cho thai nhi (gidm chirc ning than, it
nwrée 61, cham cot hoa xwong so) va tré sa sinh (suy thin, ha huyét ap,
tang kali huyét). Do dé, khang ding cac thube i ché enzym chuyén
angtotensin cho phy ni¥ ¢ thai (déic biét trong ba thang gilra va ba thang
cuoi ctia thai ky).

Phu u.ﬂ‘dmmbu

Do théng tin vé viée str dung & phu niit cho con bii cn rét han ché, khéng
khuyén cio sir dung imidapril va cac thude irc ché enzym chuyen
angiotensin noi chung & phu nir cho con bii vt nén lura chon thube khac dé
thay thé,

Ticdyng ciin :hu&ku;vy hinh tiu xe, miy méc

Thude c6 thé gdy dau diu, chong miit, mét méi, ngi ga, cdn sir dung thin
trong khi viin hanh tau xe, may moc.

Trinh bay

Hop 03 vix 10 vién nén. Vi bim Al - PVC/PVDC trong,
Hop 05 vix 10 viénnén. Vi bim Al - PVC/PVDC trong,
Hop 10vix 10 vién nén Vibim Al-PVC/PVDC trong,

Bio quin: Noi khé, dutn 30°C. Tranh anh sang.
Tiéu chuiin: Tiéu chuSn cosir

Han diing: 36 thang (ke tirngay sén xudt).
Luuy

Thudc niy chi diing theo dom ciia bic si.

Khéngdiing thube qui han diing ghi trén bao bi.

Khing diing thube qud lieu chi dinh.

Thing bio cho bic si nhimg tic dyng khong mong mudn giip phii
khmrduugih

Néu cén thém ll:ﬁng tin, xin hdi ¥ kién bacsi.
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CONG TY TNHH LIEN DOANH
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Dé thubc xa tim tay ciia tré em




