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Thude néry chi ding theo don cia béc 5. -3
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Boc ky huing dén si dung triéc khi dung.
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khiﬂdu%mﬁ odc du gdp batky ng khéng mong

2. THANH PHAN CONG THUC

Hoat chét
Mai vién nén chifa 5 mg lisinopril (lidng ting 5,44 mg lisinepril dibydrai)

Danh séch 16 dugc D |

Magnesi stearat, tale, mannitol, finh bdt ngé, calci hydrophosphat dibydrat,

3. DANG BAO CHE |
Viénnén I
Vign nén mau iéng hodic gdn nhu rdng, hinh tridri, b8 mat phding, vai canh, od khéc 58 °5” én
mo! mat va mist con lgi ¢6 rtinh bé. Cé thé chia vién thudc thanh cac lidu hidng ducng nhau. [
4, CACDACTINH LAM SANG

4.1 EI'II dinh I
Bidu # taing huyst ap.
Bidulr suy tim Irigu ching.

héi ik
Digu | ngdn han (& uéin} rén cde banh nhan cd huygl dong dn dinh frang viing 24 gidi sat
cain nhéi mdu cd fim cip.

Bién chi ing frén than ¢ bé QN dai th guong !
Bigutr| benh than rén cac benh nhan tng huyet ap kam dai thdo didng typ 2 va bénh than
gioi'dogn sém [xem mue 5.1

4.2 Uiy ding, céch ding

e le,

Ligu dimg
Ligu diing cdn dugic cd the hoa oy theo dac digm ciia bénh nhan va dap tng trén huyétdp
[xem muc 4.4) !

Lisopress oo the ducc s dung dusi dang dan i ligu hodc két hgp vaicdc nhém thudic digu i
tang huyst ap khac (xem muc 4.3, 4.4,4.5vé 5.1). \

Ligu khéi dau

Trén cc bénh nhéin iting huyst ap, ligu khéi ddu khuygn cao la 10 mg: Cac bénh nhan cé he
reninangictensinaldosteron hoat dong monh (dac biaf la #ing huyst dp mach than, mat musi

it /hodic gidm e tich fudn hodn, bénh fim mdt b, hofic tang huye! ap Eia‘!-m fang) cé the

bi gidm'huy#t dp qud mic sau li8u khdi ddu. Khuyen cdo ding ligu khdi déu 2,5 -5 mg fén |
cac bénh nhén mﬁem cfin gitifn saty khoa chét che khi khdi dau didu iri, Cdn ding ligu khdie
déu thdp hon trén banh nhan suy than (xem Bang 1 dudi day|

Lidu duy fri

Ligu duy il higu qud thuting diing la 20 mg mdt l6n mai ngt.':l . Nhin chung, néu higt qué digu
tri chua'dat dude sau 2 dén 4 tufin vai mat mec ligu nhat ;nﬁ, 6 thé tang lidu ding han niia;
liéu diing 16 da trong cde thif nghigm lam séng dai han cs dsi ching 16 BO mg/ngay

Céic bénh nhan dang ding thuéc lgi gy

Tut huyet ap co trigu ching € the xudt hign khi khdi déu digu tri vdi Lisopress. Bign e ndy
thuting pr hin rén cae bénh nhan dang ding thudc ki figu, Do dé cdn phai than ong do
cdc benh nhan nay oo the b mét musi va,/hode gidm the tich udn hodn. Néu 6 the, nén
nging diing thudic lgi gy 1t 2 dén 3 ngay iidc khi khdi ddu digu i vai Lisopress. O nhiing
bénh nhan khang the ngiing thusie Igi tig, edn khdi déu Lisopress vdilidu 5 mg. Cén gigm sat
chic nariﬁgrhﬁn wa ndng d& koli huyst thanh. Ligu Lisopress sau dé cdn dudc higu chinh theo
dip tng ha huyet dp. Co thef 11 s0 dyng thudic i 118U néu cdn (xem muc 4.4 va mye 4.5,

Higu chinh liéu ding trén bénh nhan suy thdn
Liy diing I banh nhén suy thén duio én o thanh théi creafinin ducc ibm ¥t rong Bng 1 dudi déy.

Bdng 1 Higu chinh lidv dung trén bénh nhén suy than

£ thanh théi creatinin {ml/ph) Lidu khdi ddu [mg/ngayl

Dusi 10l /phut fboo gém céc bénh nhén thdm tach méu) 2.5mg*
10-30 miy/ phot 2,55mg
31-80 mly pht 510mg

* Cén hiﬂ; chinh liéu w4 /hotic khodng céch ding fhudic duo irén dap dng hg huyét 6p.
Co the fa]ig'iiﬁu_cl'io dén khi kisim sost dhicc huyst p hotic dén sy 181 da 40 mg/nigay

Tﬁnghoﬁﬁf trén bénh nhén ti 6 dén 16 wéi

Ligu khdi detu khuyen cao 8 2,5 mg mét ldn mdi ngdy cho bénh nhén b ctn nding 1 20 dén
duii 5O kg vas 5 mg mét lén mdi ngdy cho bénh nhan 2 50 kg. lidu ding cén dudc diéu chinh
cho fiing bénh nhan nhung khang widh qua 20 mg/ngay \ﬂi%ér'.h nhan ¢ can ndng K/ 20 dén
duidi 5?&9\:\'11 khaing qua 40 mg/ngéry wSi banh nhén 2 50 kg. L8y dung cao hdn 0,61 mg/fkg
[hoac widt gud 40 mg] chua dude nghién cliu irén déi higng banh nhi (xem muc 5.1].

Trén hid em bi suy gidm chisc ndngthan, céin con nhéc sif dung lidu khai déu thap han hoae
tng khodfig céch gitia cac 18n ::I%ng thutic.

LY

=
T

Suvbkm = P .
Lisopress'cé the duge ding ket heip vai thuse@
banh nhan suy tim gy ching [xem myc 4.3, 4¢
khéi déu 2,5 mg mét ldn mbi nigay va cdin cd s
dé ddnh gig dnh hudng bon ddu cla thusc [&n h
= khang wigt qua 10 mg mai lan

i, digitalis hode thudie chen bela irén cac

2% 5 var 5.1]. C6 thé diing lisopress vdi lidu
363t y ¥ trong giof doan ddu ding thusc
Bu‘u v khi'tang Héu diing lisopress:

- khod? ctich gitia 2 |8n ting lidy khong dusi 2 uén 2.
- 1tng d&n lidu cao nhdt bénh nhan cb he dung nop dude nﬁ%ﬁhdng'vwiqud 35 mg mét
lén méi ngay. 00

Céin higu chinh liéu ding dya trég dap ting lam séng ciia tiing be-nh/

Nhiing b&nh nhén cé nguy ed coa ho huyét ép tigu ching nhu benh n &u mudi cé hade
khtngy kém ho nofri mau, bénh nhan gidm thé tich ludn hoan hode cac b m
thusc Idi tigu manh c8n dugie digy chinh ede 18 loon ndy, n&u cé e, e K ; ;
Céin giam sat chic néng han va néng do kali huyEt thanh [xem myc 4.4) o)
PR g4 ¢
Coc bénh nhan cn ducic didu i hop v6i e phae d6 chudin ducic khuye cao hy 1Sy

fidsis huyt khdsi, aspirin vé thudic chen beta ngu cé chl dinh. Cé thé < dung k&t hap glycand i
dusing fmh mach hosic dang hdip th qua da ciing vdi Lisopress (xem myc 4.3, 4.4, 45w 5.1). <

Ligu khéi déu (3 ngdry dédu sou nhéi méu)
& the khdi déu digu i vdi Lisopress rong ving 24 gidh sou khi khdi phdt rigu chiing. Khong
nén ding thudc khi huygt ap tam thy dusi 100 mmHg. Lidu khdi ddu clo Lisopress 16 5 m?qun
dnﬂ:;? wbng, sau 24 gitf ding 5 mg, sou 4B gid diing10 mg va sou dé fiEp tuc véi ligu [0'mg
mist ldn mdi ngay. Céic barh nhan e huyst apiam thy lhﬁp?l 20 mmHg hogic thap han| khi
bat ddu digu i hoae frang 3 ngdy dfu tign sou nhdi may oo im cln diing H80-khaT deu the=
hdin = 2,5 mg ding duding uding [xem muc 4.4) [

Tlong truting hoip suy thén (dé thanh thai creatinin < 8O ml/phit), ligu khdifdau cla Lisopress
cdn dugc digu chinh theo dé thanh thai creatinin ciia bénh nhan (xem BdnLI |

Lidu duy tri

Ligu duy 1 10 mg mét ln m8i ngdy. NEu xust hign tt huyst dp (huys
hode bdng 100 mmHgl, ¢ the dung lidu duy i hang ngay 5 mg ciing
i5i 2,5 mg n&u cdin, NEu xudt hign iyt huyét ap kéo iﬁ'luyéi ap tam thy
hon 1 gis], cén ngling sif dyng Lisopress,

Céin digu i lién fuc rong & huéin vé sou dé benh nhn cin dutc danh gia
nhéin xudit hign cée g ching suy fim thi cdin igp e sb dyng Lisopress |

1

1am thu theip han
gidm liéu iom thei
i 90 mmHg frong

i. Mhiing bénh
m muc 4?}. L

Biéin chging théin do d6i théio duding '
Trén bénh nhan dai thdto duéng typ 2 kém bénh thén giei doan som, iy ding la 10mg.

Lisopress md1 lén m&i ngdy. Khi cn, cd thé idng ligw
1am inidng & fu' the ngdi dudi 20 mmHg,

Trong tuting hdp suy than [da thanh thai erealinin < B8O ml/phi), 8y khéi ddu cia Lisopress
cin dugc digu chinh theo d6 thanh théi creatinin ciia bénh nhan [xem Bang 1.

n 20 mg/ngay d# dot dudc huyét dp

Quén the bénh nhi
Do ligu v& hidu qud va dd on foan & bénh nhi iang h«g«!l dp Irén & udi céin han chifrang khi

chuo ¢6 diligu lién quan dén cae chi dinh khée irén déi tigng néy (xem mye 5.1). Khéng
khuy€n coo ding lisinopril & iré em che chi dinh khde ngodi cgl dinh digu #f kg huyst p.
Khong khuyen odo sif aung lisinapril trén' iré em dusi © udi hotic ré em bi suy théin nding (miic
loc cAu than < 30 ml,-’phmﬂ,??m:‘l {xem myc 5.2).

Ngutsi cao hsi , '
Trong cdc nghién ciiu lam séng, khong co thay déi ign quon d&n tusi dai vl higu qud v dd

an fodin chia hude. Mac di st cao e T&h quar den suy gide thic nang ftn, nén s dyng™™
husng din vé digu chinh lidu loi Béng 1 d& xée dinh ligu khdi ddu cha lisopress. Sou dd, 'cdn
digu chinh liéu theo ddp dng ha hwégl'dp_

Chuia ¢t dd lidw lign quan dén s dung Lisopress irén cac bénh nhan mdi rdiqua ghép than.
Do dé, khong khuyén cdo sif dung lisopress irén déi udng bénh nhan nay,

Lisopress ﬁm‘ sc sif dung theo dusing udng véi li&u mot én mat kn méi ngay. Tudng h cac thusc
ct ch& &4 lidu dung mét Idn mbi Egayk ¢, cdn ding lisopress vao mot Xci dim nhdit dinh
trong nady. Thie an khéng dnh hudng dén su hdip thu cha vien Lisopress i

4.3 Chéng chi dinh ;

® Glud mén i oot chét hode bat ki thanh phian nde cha thude dugc gt ke igi mijc 6.1, hode
qué méin vei bat ki thudc te ché men chiyEn nto khdc.

® Tién sii phi mach lign quan dén didu 1rj ide day bling cde thusc de ché men chuyén,

® Phis mach di fruyén hode i phdt, |

# Ba théng gitia hogie ba théng cudi cha thoi ki [xem myc 4.4 vi 4.6],

® 5ii dung Lisopress déng théli vl cde thuse chia aliskiren rén cdc bénh nhan d4i théo dusng’
hode suy hdn [mic loe cdu than < 60 ml/phit/ 1,7 3 m?) (xem myc 4.5 w4 5.1)

4.4 Canh béo va thén trong déc biét khi st dung

Tut huyét 4p 6 fridu chi
Tut huyet dp frigu chiing higm khi xuat hign ién cac bénh nhan iang huy\!\‘dpkhb;g bi€n ching. Trén
csc benh nhan tang huy&t dp dong diing lisinopril, nguy oo tut huygt ap fang lén néu banh nhan bj
méit dich, nhu do ding husc Igi €U, chd da &n it mui, nan, figu chay, tham tech hoac King huys)
dp nding phy hudc renin [xam myc 4.5 v 4 8], Trén odc banh nhin suy fim ¢ hobic khang kam suy
thén, da ghi nhén tyt hﬁtﬁpm wigy chiing, Bisin off néy d sxdy ra hon rén cac bk nhan suy fim
mikc dé nding, he higin ihdng qua vic phdi sif dyng thute ki 18y quai ligu coo, ha natri mau hoac
suy gidim chiic ning thén. Trén cac bénh nhén o nguy od cao it huyet dp tigu chifng, giai doan
khdsi ddu digu Irj v digu chinh lidu cdn ducc giam s61 chat cha. Bigu néy cing dp dyng di v cac
béinh nhan méc banh fim thigu mau cuc bo hotic banh mech méu ndo, & nhiing ngudi ndy viee ha
huyEt dp qua mie o the ddn déin nhéi mdu ed fim hodc toi bign moch mau nde

INEy tut huyst ap xdy ra, cdn ddi ngudi benh & tu the ndm nglia va iruyén finh mach mide mudi
sinh |y n&u cdn, Phan dng tyt p thoang qua khang phdi la mat cMn-ichi dinh'ddi véi cac liéu
riép%eo. Co 1hé iép tuc st dyng thudc néy huyét ap 1ang Ird lgi say khi bi dich.

Trén mt 56 bénh nhan suy fim cé huyst ép binh thudng hotic thap, vigc ha huylt dp toan than
hein niio cé the xdy ra khi dung lisinopril. Téc dang nay da dugc du dodn Ki e v thuding
khong phdi & ly do dén dén vige phdi ngiing si (i.lﬂg hudc. Néu 11 huy#t ap g6 bigy hign
triéu chiing, c& thé cin gidm lidu hoge ngling s dyng lisopress.

Tt huydt i i cor i .
Khang dugc khdi ddu digu i biing lisinopril rén cdc bénh nhén nhdi mau oo fim cdp néu bénh
nhén cé nguy co xdu thém finh rang huy&t dang sou khi didu ki vai mat husc gion mach, B8



1‘ o I
& nhiing nguisi bénh cé huy&t ap t1am thu bépg hodc théip han 100 mmHg, hodc véi nhiing
bénh nhan bj séc tim. Trong 3 n%ay ddu sou eon nhéi mau cd fim, cdn gidm lidu néu huyétép
tam thu béng hotic thdp hon 120 mmHg. ligu duy trl c6n gidm I16i 5 mg hodc fam théi gidm i6i
2,5mg nﬁuiuzéf&p tam thu bdng hodc thdp han 100 mmHg. N&u tut huyét dp van xudthign
(huy&t &p tam thy d‘.-‘Oi 20 mmHgEéa déi gud 1 gid), edn ngiing dung lisinopril.

H hi 16 v RS '}
TUdnq’gi cac thudc tic gé men chuy&n'khdc, cdn thanrong khi sif dung lisinopril trén cdc bénh

nhan van hai 4 vé e nghen déng mdu ra i that iréi nhu hep déng mach chi hotic banh
cc fim phidgi. |

Trong truing hap sty thén (do thanh thai creatinin < BO ml/phit], cdn digu chinh liéu khéi dau
cia lisinopril theo d§ thonh thai creatinin clia banh nhan [xem Bang 1 tai muc 4.2), sau dé higu
chinh ligu ding tuy theo dap ting cla bénh nhan. Gidm sat thuding ky kali va creatinin & mét
phéin ciia thyc hanhly khoo irén cde bénh nhan nay. i, R L

Trén cde bénh nhdn suy fim, tut huygtép st khi khéi dau st dung thusic tic ché men chuygn 6
th& gay suy gidm thém chic nang than. Suy than cdp, thusing 66 khd ndang héi phuc, da dude
ghi nhan irong finh hubng ndy. :

Trén mdt 58 benh nhéin méc ching he h than haibén hodc he f
khi ! j dudc diév i blng thuéc tic ch& men chuy&n, da ghi nhén iang
uré va cregtinin huy@t thanh, lfdﬂﬁ phue héi khi ngiing thusc. Bign c& nay dac'giﬂ hay gap
rén bénh nhan suy than, Néu bénh nhan bj ing &p e dong mach than, nguy cd tyt huygt dp
nting véi suy than s& 1ng. O nhing béinh nhéin ndy, €din khéi ddu didu i vdi liéu théip, digu
chinh liéu mét cach than rong vé cén cé sif giém st y 18 chat ché. Do sif dung thudc lgi fiéu
co the la mt,':iczéu 16 gop phdn gay ra nhﬂngiie’n cti k& trén, con ﬂgl'.l'ﬂ? st dung thudc Ii iy
vé gidim sat chic nang than rong nhing fudn ddu fign st dung IISiPopri :

Trén mmsdtamh&mh&ém khong kém bénh mach méu thén 16 rang midc do, da xudt
hién tang uré mau va creatinin huy&t thanh, thuging & mic da nhe v thodng quo, dbe bigt khi st
dung déng theii lisi vé thuéc loi tigu. Bigu ndy d& xdy ra hon tén mggénh nhan cé bigu
hign suy than tide dé, C6 thé obin gidm lidu va,/hoge ngling thusic lai tigu vay/hogic lisinapril.

Trén bénh nhéin nhéi mau cd tim ¢dip. khéng ding lisinopril n&u cé bang ching 16i logn chic

nting tha@n, dugc xac dinh bdi néing dé creatinin huyé! thanh cao hdn 177 pmol/I, va/hodc

protein nigu vugt qua 500 mg/ 24 gid. Néu xuéi hign'suy chiic néing than frong qud irinh diéy

tn {néng dé creatinin huy&t thanh rén 265 pmol /1 hode cao gép 2 I8n i & ridc khi didu i),

bac sTcdn can nhéc agiing lisinopril. , ' :
| .

Pho mach & mat, cae ¢hi, mai, Wi, thanh mén va/hoac thanh qudn higm khi dugc bao cao &
bénh nhan dugc diéu fri véi cde thuse U ché men chuygn angiotensin, bod gdm lisinopril. Bign
cé ndy ¢t thé xdy ra wio bdt kiy thai digm nde trong thaii gian digu tri. Néu gap iniding hop
ndy, cén ngiing lisinopril ngay vé ép dung'cdc bign ghap theo doi, x{ iri thich hop d& dam
bdo cde triéu ching thodi Eli n toan trudc khi bénh nhén xudt vign. Ngay cd khi phi chi
xudt hign & lusi, khng gay suy ho hdp, vin c6 the cdn gidm sat bénh nhan di lau

diéu i bng thudc khdng Zisfcrn'rn hodc corficosteraid cé the khong dat higu qud.

Rait higm khi, pht mach lien quan dén thanh quén v lusi dan dén 1 vong da duge bdo cdo.
Céc bénh nhan ﬁhﬂ mach ai lusi, thanh mén hodc thanh qudn ca th b 1éc nghan duing hd,
dac bigt khi banh nhan co fién st phdu thugt duding thd. Trong nhiing Iniding hop ndy, cdn didu
fri cdp ciiu ngay. Bién phép didu tri ¢ the boo gém s dung adrenalin va/hodc duy Iri théng
khi, Banh nhén can dudc gidm sél y khoa chat che cho dénrgkhi cdc hiéu chiing thodi lui hodn
foan vé finh frang c:‘mﬁ nhan da &n dinh. :

i vi vigc

Cdc thusic G ché men chuygn géy phi mach véi iy 1& coo hon rén nhém bénh nhan da den so
vdii cac nham bénh nhan cé mau da khae, .

Céae banh nhan c6 tién:‘ljif phi mach khang lien quon dén thudc e ché men chuyen ¢d the
1ang nguy cd phi machkhi s& dyng thusic Gc ché men chuy@n [xem myc 4.3).

taing lén & nhiing bénh ahan st dung déng thei thusc tic ché mTOR (nh sitolimus, everolimus,

temsirolimus| [xem muc 4.5)

gung gong ol voi iy W R inhibitors) (nh
Nguy o pht mach Inhle:n duding thd hodic 51, kém theo hogic khong
5

anh nhén 84 dung thec c ché Lyéin rong K tach loai lipoproksin
hgnE th&p (LDL) n%odaka sulphat gap phdn ting dang phdn v& de doa finh mang. Cé the
trénh phdin dng néy baing cach tam ngiing thusc G ché men chuyn inisc mi doit tach loai 1DL
||

| Cdc benh nhan sti dung thusc e ché men chuyén frong khi dang digu tri clu_ﬁnﬁ mdn cdm [vi dy,
noc ddc clia con friing mang] da gaip cac phan tng dang phdn v&. O nhiing bénh nhan
fucing ty, cd th rdnh cde phdn dng ndy béing cdch tam ngting thube te ché men chuy@n, tuy
nhign, cac phdn dng ndy 86 the xudt hign lai khi vé ¢ dung thusc I lai.

rﬂ'ﬁhiﬁﬁkhrcﬂchwcﬂb#mdwﬁnaﬂéﬁqﬁ_&ww v6i bigu hign ban déu
bhmﬁﬁﬂMLﬁ&Mmeﬂhmwﬁ?&mi?ﬁkhi tl:iﬁndﬁnlﬂvon . Coche
clsa hdi chiing ndy chua 8 0. n isinapril ma gap g
lduhoatbngdangkﬁmgnncﬁnng{mgﬂdqnghwcvém iénphdpgidrgnasfﬁwiéhllcﬁ vaqg

| Gidm boch cdu trung fink/ mat bach cge

| cdn thigt, cdn pl

| Thude chéng
K sd dyng th

ol, gidm figu ctiu vo thigu mdu da dugc ghi nhan
trén céic banh nhéan s0 dyng thutic e S men chuyn, Gidm boch cu frung finh hilim khi xudit
hin e e banh nhén b chije nang e binh thusng va khong o cac ulﬁﬂ%:]-,rr_o'-‘.ém
theo. Gidm bach cfu trung tinh W métbatfrdlie hat cd khé néing 1 phyc héi sau khi ngiing
fhudc lc ché men chuyén. Cdn dic bist fhan Wang kbi 53 dung lisinopril rén ode bénh nhan
.mftc bénh l mach méu collagen, dang st dung BhécsIs i
allapurinol hodgc prcco-numuﬁoﬂc ¢t dbng théi hofhey

bigt khi bénh nhain co dang bi sy gidm chic neing the
ddp ting vdi phac 6 kha
dugic ﬂdut;?';t&n oac be

jém khudin nong, dai khi khang
sirth tich cyc | da xsthign 58 banh nhan. My lisinopril
nhian nty, cdn dinh ki giﬁrn mt@d‘-‘m bach cdu v husng ddn

bénh nhan phat hign v bdo lgi bt ki ddu higu nhiém iing & <o

LR - L OO

| Co ba . Ihﬁ o dung déng thai coc thidc dc chis man chu chen thy the
anglotensin il hode aliskiren ldm ing nguy.cd it huydi dp, tang kali mdu idm chiic
naing than (boo gém suy hin cip) ?Jo dd, khaing k cdo phong bé kép thang

Qua VIgC i dl_mg dﬁnq thei thudic e ch& men chuyé’n, thusc chf_:n thay the nngid@n 1l hotc

aliskiren [xem myc 4 5 va 5, 1| OO
e buoe phéi Hnng phac dé b# kap, qua rinh didu i cdn dude gidm sdt bdi b@
chuyén khoa va theo dai chdt chs huy@t ap, chiic ndng thén vé dign gidtgé Khéng nén 5=

dw»E deing theii thusc e che men chuyin va thesic chen thy he angiclensin Il irén benh nkdan
binh thiin dai thdo duting

Ching téc :

T la phi mach do thudic dc chE men chuydn irén nhém bénh nhén da den cao hon so véi cdc
nﬁém bérh nhan et maw da khac

Tuigng i cdic thudc dc ché men chuyn khac, Kc dyngho huyl dp cla lisinogdl én shém
banh rhan da den co the kam hn 5o vdi cac nham banh nhiin o8 mau da khdc, o6 I la do
nhém banh nhan do den cd ty 18 coo hdn v& bénh & iang huyét 6p vai hogt tinh renin thép

Ho -

Ho dé dugc bao cao khi s dung thusc tic ché men d'l-?-é‘n. Bac digm cba ho frang nhiing
nidng heip nay la khéng cd déim, dai ddng vé 1y thodi lui sou khi ngting thudic. Ho do thustc dc
ché men chuyn cdn dudc liu 7 khi chdn dodn phan bt ho

Trén cée bénh nhan dang irdi qua doi phiu hodc dang dude gay mé bdng thusc gay mé kem
idm huyet ap, lisinopel ca the Ge chi sy hinh thanh angiolensin Il thi cdp sou khi gidi phéng
i tenin. INEu xudh hign iyt buygl 6p v phdn Ung nay dude xem I do cd che ndi ren, cd thé
!l i bling cach b sung the tich,

 Tang kali méu
Tang kali byt thanh da duge ghi nhén ién mdt 58 banh nhén dudc digu I hﬁnch;c thudic Gic
il

chéé men chuysin bao gam lisinoprl. Mhing banh nhan ¢ nguy cd ong kali ma
sury thin, dai thao duing, s dung déng thai thutc It figy gir koli (nhu
hode amiloride], cac ch phaim ba sung kah hotie the phdm musi chia
thesi vsi code thudic gy king kali iyt thanh khac inhit heparin, thusic phéi hap rimethogrim,/
sulfomethomazole hoy con dude bidl visi 8n cotrimonazoke), NEu vige sif dyng ding hei cac
thudic ndy duic xem | céin ihish, khuysin cdo thuding suyen gidm sat néng da’:ﬂmlu hurysit thanh

gtim nguiti
ironolocione, riomietens
I hodc slf dyng ding

Bénh nhan déi théo duéing

Titn ecie bbnh nhan dai thao duding dugc digu i bing cac thuic chéing dai thab diting dang
uting hod insulin, cdn gidm sat chat cha dung huyet rong thang ddu fign s dung thude dc”
ché men chuyin [xem myc 4.5),

Lk
Mhin chung, khévng khuygn cdo sl dyng ddng thesi lithi v lisinapril [xem muc 4.5)

%ng ﬂengdung thudic Uic'ch® men chuyn traing that by Trif ruding hgip bt budc phai figp

by sl dung thusic dc ché men chuy®n, céc banh nioﬂ & dy dinh mﬂ'ﬂ-ﬁﬁi cdin ducc d&i sang
thudic 1ri ang) huyet dp khée da duge xdc dink b an foan d& sif dyng rong thai ky. Khi da xae

dinh mang thal, cdn ngiing sl dung thudic e ché men chuyéin ngay v bl ddu s dung phac:

d thay the phis hop (xem myc 4.3 v 4.6),

4.5 Tudng tac véi thudc khac va cae dong tidng tac khéc

‘m—w " +
Khi sl dung phéi hep lisinopril véi cée thusic didu v ng huyst ap khae nhu hinifrat véx cde
nmihdgmcm:ﬁudcgmnrmd\lhdd o thé sutit hidn ¥ dyng higp y e huyst ép,
Cée du ligu lam sting cho thdy phong b& kép hé reninangictensinaidosteron &OMSI béng
cich st dung phil hap thudic tic ché men chuyn, thuic chen thy hE angiotensin il hogc
gliskiren c lién quan dén Wing 16n sudt gdp coe bign off bt Igi nhu iy huydt ép, 18ng kall méu
va suy gidm chic nding than 1Euogém suy thén edip) s0 véi khi chl 50 dyng mot thude tac dong
he [remmycd.3, 4.8 5.1),

Cac thudc co the lam tang nguy co phiz mach

P48 Irj déng théi bling thudic G ch& men chuytin vai thugc dc ché mTOR [nhy temsirclimus,
sirolimus, everclimus) hodc thedc oc ché men idase frung finh [NEF, nhu racecadoil)
hodic thuc hoat héa plasminogen mé cd ihe kam #ing nguy od phi mach

Thude loi figy

Khi them thusc i fiffu vbo phdc 38 cha bnh nhan dang 36 dung bsinopril thusing ddn d&n
higp déng lac dung gay ha huys dp

Coc bé:ﬁnhon dang ::Emg thusc loi fig, dac bigt ba nhing ngudi méi thigtkap phac dé ldi

fiu trang thest gian gén, i khi cé the gap ha huyst dp qud moe khi them lisinopril. Cé e han
ché ré?él-,r £ tut huy\itﬁr idils chifng vdi lisinopel bing cach ngling thutc kg idfu iudc khi bat
iy ir| v lisinopel |

déu wem myc 4 4 v myc 4,2].

& DOCHT TUOY CNUCT KO YET OO

%3 han binh g,

Mac dti keng ghim kam séng, ke iyt hanh thuéing duy i

tinh tigng g kali mau oo xullt hign rén mdt 58 bnh nhan_ S50 oic ba swng ko,

thudic i 1 gt kali hode the phiim mudi chaa kali va cac thutic khdie mé of 18 kim g ndng db
ki thanh, dae bist kén nihéin suy gidm chiic néing thén, o6 the ddn dén 1ang dang ke kol
husyédt thanh, Céin theo i néng d6 kali mof cachthich hdp fxem muc 4. 4. NSy sif dung déng thel

| lisinopril vei mitthusc Ioi 18y thai kob, bitin otiha kol mew do thudic Il By oo e dudc cdi tin.

| Lithi
| B ghi [ f thanh viy e link elia lithi co héi phyc khi o4 thesi
bt b o e ey o ey

lithi vii cac thusc e ché men chuyln. 58 dunlg dbng thei wdi thusic di figu

1ang nguy cd doc finh cla lithi vé tang doc i cu:i-msc dte ch# men chuyEn. Khong khuyén

c6o 9 dung déng thdi lisinapeil v lihi, nhung néu ﬁw! haip hai thusic nay dugic ching mink 14
hgi gidm sai chatcha nﬁngug lithi hurt thanh [xem muc 4.4

M KNon i [N, 0 OCely SR IC Y

l'- KON TRTEN
usc e ché men d

.II‘ DO LT QICH | -.: I...'.
hmcdﬁng thei vai coc d-ﬁnguam khang steroid jacid
acetylsalicylic & liéu chéing viam, dc chid COX-2 v cdie NSAID khang chon loc], higy”

¥ ..u-.- L
rhiu v 15 iguy co ke fén, dac |



qud digu i tang huy&! dp cé the gidm. S dyng dc»n%’rhdt cac thudce e ché men chuygn va
INSAID c6 the dan dén ting nguy < ldm chic ndng thain xau di, boo gm suy thén cdp va
tting kali huyt thanh, déic biéf rén cde bénh nhén da suy gidm chic nang thén ride do.
MNhing bign c& néy thuging cé khd nding phuc hdi. Cdin than trong véi sy phéi hop nay, dac
biét véi bénh nhan coo tudi. Cac bénh nhan cén dude bi nude mdt each thich hgp va can
nhéc gidim sat chiic néing hdn sou khi bdt ddu digu tri phéi hdp cing nhw dinh ki sau dé.

Vang i
Phdn ting kigu nifrit [cdc irigu chiing lién quon dén gian mach, bao gém dé biing, buén
ndn, chdng mat v tt huyét dp, nhifng tridu chiing ndy cd thé rdt ndngl thuding gép hdn frén ‘
céc bénh nhan dude digu i déng thdi qua duding tiem bdng phdc db chifa vang (nhu natri
aurothiomalat] vé thuse te ch& men chuyén.

] ! _[hudc gy mé
P ﬁn udic chéing frdm cdm ba vaing, thusc
oan thén wa mot sé hudc gay mé cé g lam gidm huyét dp hdn niia [xem myc 4.4).

Céc thudc cuding gigo cém
Cdcthubc cuting gioo cdm c6 thé lam gidm higu qud diéu irj iang huyét ap cuo thusc dc ché

men chuyén, |

Thusc didy iri déi théo d
Cée nghién ciu dich & gdi i( réing sl dun ddn% theii thudic tic ché men chuyén vdi cac thuse |
didu tri dai thao duging linsulin, thudic ha K?U&'Lg wyst dang usng| cé the lam tang fac dung

ha duéing huyét dan dén tang nguy ¢a ut duding huy&l. Hign hidng ndy thudng gdp hdn

§ frong
nhing tuén ddu fign sb dyng phéc dé phéi hop vé trén benh nhan suy than.

C ll' i Fiv, i I IXOTONG,
Nhiing bénh nhén diing hé men chuysin vé cotiimoxazole (irimethoprim/
sulfamothoxazole] cé thé lam tang nguy cd ng kali méu [xem myc 4.4),

Acid acetvisalicy 15¢ tidu sgi huyét, thudc chen beta, cdc nitral
Lisinopril ¢ thé duic s& dung déng théi vdi acid acetylsalicylic (vdi ligu thuging ding rong digu
i o N e RO ) e i

4.6 Kha naing sinh san, thdi ky mang thai va cho con b
TheiL ks :
Khang khuygn cdo sl dur;ﬁ thuic e ché men chuyén mn%ubc thang déu thai ky [xem myc 4.4).

Cheing chi dinh s dung thusic tic ché men chuyén rong ba théng giia v ba thang cudi thai
ki [xem myc 4.3 va myc 4.4)

Baing chiing dich 18 hoc lién quan dén nguy oo gay di 191 thai nhi sau khi phai nhigm vai thusic
tic cﬂé men chuyn trong ba thang déu thai ky cidu duia ra dugc k&t luéin cusi cing; tuy nhign,
khéing the logi irif khd ndng thusc lam tdzﬂs nhe nguy cd rong giai doan nay. Trilf niéing hap
bét buesc phdi tigp tuc si dung thusc Gc ché men chuysn, cdcgenh nhéin ¢ dy dinh mang thai |
céin dugc chuyén sang dung fhudc digu i ing huvet ap khae da duge xae dinh la an toan d&
s dung trong that k. Khi d8 dudic chén doan < thai, cén ngiing si.dung thusc c ché men.
chuyén ngay ver bt déu st dyng phdc d& thay thé néu cé chl dinh.

St dung thudic tic ché men chuyén rong ba thang gitia va ba thang cudi cia thai ki co the goy

déc tinh déi véi bao thai ngudi (gidm chiic ndng than, thidu &i, chdm &t hoa xidng so) v déc

tinh trén tré s sinh [suy than, tul huf't ap, King kali mau) (xem muc 5.3, Trong niding hop c6

Ehd'r rhi&m vdi thusic dc ché men chuy&n i gial dogn ba thang gitia thai ky, Ehwén cdo thic
i&n sigu am kigm tra chic ndng thén va xuidng so

Nhing tré 50 sinh c6 me da diing thuc dc ché men chuygn cdn dudc giam st chéit che nguy

cd tyt huyet ap [xem mye 4.3 v myc 4.4),

Thai ky cho con bi

Do chua ct théng fin vé viéc sii dung lisinopril trong théii ki cho con b, khong khuysn cdo st
dung thusic ndy va nén thay thé bang cde thudic khdic vai di ligu vé d& an toan da dude thig
lap déy dii han, dae bigt kr.i dang nuti iré sa sinh hotic iré sinh non bding sia me,

4.7 Anh huéng dén kha néing 6i xe vé vén hanh méy

Khi lai xe hotic véan hanh may, edn luu yréng doi khica he xudt hign cac igu ching chéng
mat hodc mét mdi. !

]
4.8 Tac dyng khéng mong muén l
Nhiing téc dung khting meng mudn sau day da dugc ghi nhan trong khi digu iri bang lisinopril r

i cde thubic tc ché men chuyén khac, véi idn sudt dugc quy uéc nhy sou:

Phe bign =1/10)
Thusnggap  (21/100 dén<1/10)
 géip 21/1.000 dén <1/100]
Higm g&p 121/10.000 dén <1/1.000]
Rathiemgap  |<1/10.000) :
Chuaxdcdinh  [khéing the xdc dinh i coc dU ligu hign cd)
~ [Hé coquan [Thung gip it gdp Hiém gap _|Réit hiém gip |Chuia xéc dinh
Réi loan 1y xuicng; '
] huﬂﬁoc mu meiu, |
vir hé bach gidm igu cdu,
huyst gidm bach
cdu, gidm
bach céu tung
tinh, mdt bach
cfiu hat [xem
myc 4.4}, thigy
mau fan mau,
banh hach
bach huyét
R&i loan hé Bénh i mign |Phdn ting
mién dich dc_mr.; phdn v& |

——

Lo

g bt g
i it o
K%ﬁl Ty
R&i loan dinh L~ Ha duting
T - { Ty e
i héa whi P
Réi logn tam Thay ddi sam rgng, |Lo 1&n cﬁ? i Trém cdm
théin tdiczt;n gific ngl.".-':B =
do gide (P2
Réiloan hé |Hoomér,  |Diedam, cha Hai chiin At
théin kinh douddy  |mai, rai Inqmn\g'? l.:.q : %‘ ’Ng
iac r81 logn khiu »
: gidc) |72
R3i logn tim Mﬂfﬁmcﬂmm : (€T
s th xulh hign thi S
3 phdt sou tut huyst |:' OO;
Gp qud miic inén A
cac binh nh!{m b 9
0 CO0 [xem
gcwd.di, dénh
idng nguc, 1ing
rhip tim
R&i logn Higu ting | Toi bigin moch maéu
t the [bao |ndocd hé xudi
! : m&m‘phdmmr
1 dp) [+ midic
o nguy o coo
[wem mye 4 4], hién
Ré&i logn He Viem mii Co thét
iung e, ho P
hépva léng xoang, vilm
ngic phé nang di
ing, vism phefi
i ecsin .
Réilogn hidu |Tiéu chdy, |BuSnnon, dov  |Khe migng  |Viem tuy, phi
non bung, kha figu moch duding
udh
Réi loan gan Vism gon the
mai ¥ fhucng
2
et
dao, :
[vem muc 4.4)
Réi loan da Phdtban, nga  |Mayday, nng|Vvo méi
v méd dui » E:.ﬁyrénw hasi, banh
da* qud mén,/ mign nudc |
shotarioh oo
moch: phi | hogi i tugng
thén kinh mach 4I:In nhi}‘-_::m déc,
mdt, che [hidi chdn
i@m W& | Stevens .
thanhmdn  |Jonson, héng
vt/ hotic bon da dang
hanhquan  |benh gid
bem muc 4.4} |hmpho da
Réi logn théin | ki loan Tang ueé Thigu nigu,/ve
v it nigu  |chic nang madu, suy than [nidu }
ihén ofip
R&i logn vi ligt dudng Vi to & nam
i1 edf i
b ’
Réi logn toén Mat mai, suy nhucc
#ridimg
Thém dé Tang uré mau, Gidm I
chiic néing #ing creatinin hematocrit, i
husyé thanh, 1Bng E;dm
men gon, 14 in,
kali n?du o t&ng Ei[imbm
huyEt thanh,
ha nari mau

* Tép hdp cac rigu ching do dugic ghi nhan bao gémmét hogc nhidy bigu hign sau: s81, viem
mach, dau cd, dau khdp/viem khiip, khang the khéng nhan dudng tinh [ANA], taing it5c d&
king héng cdu (ESR), tang bach cdu va ecsin va rangn%;bdw cdiu, phat ban, nhay cdm véi anh
séing hode oac bigu hign én da khde cd the <dy ra.

Bachohy
D lisu an toan i coc hi nghiém lam sang cho hdy lisinoprl thuting oo khé niing nap Kt rén
o L g e -l ot R

Bmmooﬁcﬁn wgmrgingh-rgauwmmdpgﬁmix:aﬁhm

. vide £
quan frong. iy néry cho phép gidm sétlign e oan can - iy od cho thulic. Cée can b
y ¥ duigie yéu cdu bdo coo bét ky phén ting o6 hal nghi ngd nda cho hé béo céa quic gio.

A9 Qué liduva cach xi iri

Do ligu vé& qua i rén ngudi con han ché. Cac tiéu ching lign quan dén qud lifu thudc bc
ch& men chuyEn boo g&m tut huyt dp, s8¢ tudn hodn, 15i logn dign gidi, suy thain, thd nhanh,

nhip tim nhanh, danh Idng nguc, nhip fim chiim, chang mat, lo du vé ho

Digu i khuysin co

trong niging heip qud lidu l ineyén finh mach nudic mudi sinh . MNEu xdy
1a iyt huyst dp, cdn dﬁl%@nh

nhéin & ki the sSc. Néu cd 1he, can nhdc didu i vai angiclensin I
v/ hode lrﬁg&ﬂh ch cud;zgholﬂmm. Nﬁ;ﬂtfrd;lnhan méi uﬁngmcijﬂ da;ggcw
 phop d& logi. : fiéu hda [nhu gay non, rlia ; chdt
;c.“”}m sulfal). Ca thet loai liﬂm fudn hnn: 51.?:; béing théfm ach muntgdm ml;c.g.d-l.
Bat may too nhip duge chi dinh frong irudng hap nhip fim cham khdng . Céin thing xuyen
gidm sdtcde déu hidu sinh ¥n, néng db chat dign gidi va creatinin huyét thanh. l
GEDEON RICHTER !

]



5. DAC TiINH DUGC LUC HOC VA DUQC BONG HOC
5.1 Bac tinh dugic hic hoc : ;
Nhém dugic digu irj: Thusc tac dang frén hé reninanglotensin, thudc ic ché men chuyén, dan

thanh phéin
Mg ATC: COPAADS

Ca ché tde dung ;o .

Lisinopril k4 chét iic ché peptidyl dipeptidase. Lisinopril tic ché men chuy&n angiotensin [ACE)

l& enzym xiic Idc cho phém ting chuyn angiotensin | hanh mét peptid gay co mach I

angiotensin . Angiolr'is;” ciing i;;h thich bai hdlidgnahfd:l rg!vb ﬂ:ﬁl.!‘qng %&J D'cg'rﬁgéen
iotensin lam cho angiotensin |l giom, n giam co va .giGm Dai

figt OH!J:;gon. Vigc gidm bu??i;’?nldnslerm ct 1h6?cm iang néng SO kali huyt thanh. -

Maic dis co ché gary ha huyet ap cia lisinepril chll yéu la tc ché hé reninangiotensinoldosteron,
lisinopril e ¥ae dung ha huyst dp tén eé rhitng bénh nhan huyet ap cé hogt tinh renin thp.
Men chuﬁn angiotensin tucng ki nhu kininase [l, & enzym lam thodi bign bradykinin. Viac iang
néng dé brodykinin, m@t peptid c& hoat tinh gay gian mach, o6 vai i nhu the néo kong higu
qud digtu Ir chia lisinopril vin can dugic lam .

Higu qud vé do gn todn Iém sang

Tac el lisinopril dén binh st v 1 sud rang suy tim da duide nghign cliu ViBic 50 sanh
hieucz:]ﬁgwdbmmgﬁngiﬁaﬂéumﬁ?,ﬁmmﬂﬁrr?mﬂbn 'W]\ﬁ%%[?jmg

hotc 5 mg métn méi nginy. Trang mist nghign cii ién 3 164 banh nhan i tung v théi gion theo

doi 46 thang [finh trén cac bnh nhén cin sting], lisinopril ligy coo lem gidm 1 2% nguy od clia 8éu chi
k#t hoip gBm i vong do mol nguy@n nhan vi nhayp vien do moi aguyén nhan (p=0,002), v bm gidm
B% nguy cd i veng do mai nguyen nhén va nhap vikn do nguy ed im mach [p=0,034} so véi ligu thap.
Cling d ghi nhéin sy gicim nguy o0 i vong do moi nguyén nhon (8%; p=0, 1 28] vé ilivong do nguyén
nhan fim mach [ 10%; p=0, I.ngnﬂ%ﬂwﬂchmukiﬁm.ﬁhndﬂpﬂndu fim & nhém

besh ahén ding iinopel 4y oo giém 24% [p=0,002) 504 nhm bénh tha ip. Coc boi
ich v mit g ching gitia cac bénh nhan sif dung lisinopril ligu cao I hidng iy so wai ligu thép

Cae k&1 qud nghign ciu cho théy dir liéu bign <& bt i ing he trén cac bénh nhan st dyung
lisinoptil ligu cao so vdi lidu thép I& tidng b nhau e v& bén chdl va 58 ludng. Cac bign o co
ih& dy dodn i e dung dc ché men chuyén nhy tyt huyét dp hoac thay dai chic nang thén co
the kigm sodt dudc va Eiérn khi déin d&n rut khéi nghien ciu. Ho it xudt hién hdn rén cée benh
nhéan sii dung li&u cao lisinopril so véi coe benk ahan sif dyng lidu thap

Thit nghigm GISSH st dung thigt ké gial thilo 2x2 dé so sanh e dung clio lisinoprl vé ghycen trinitrat

dmlgchoacpmwpu;rgngawg&dﬁdmgmw.mmhnmnhnhmgngudam
! S0 Ll L m AL giam noury vang

digu ki ‘.u@@agw ccin nhdi mau cd fim cdip, lisinoprl da lm gidm 1 1% nguy oo i

cb i nghio [2p=0,03) sovéi d&i chiing mﬁﬂmmcﬂv&glwmw ddng

k& nhung sif | hc;glisi il vés ghycanyl trinitat ks gedm dang k& nguy oo i veng b 17% 50

vdi nhdm fm r.é%nnl-omberﬂwﬂunmomm O husi] v biénh nhdn nt, ducc

wiye dinh midc benh nhén e nguy €o 1 vong cao, A8 ghi nhén ki ich dang k& clia thusic ren
Mud:fk&hﬁ:rﬂmﬂmgmﬁntmngﬁm.T@chlE&hopﬂéﬂﬁrcdoﬁcbérhrﬂm.cﬂngrmd
Wen cac phan h nhan o0 cao s dhil , cing da- ich

ben u:mgry theii cigm. & thdng chothdy It
k& nghitng v nhém dudc digu I véi lisinopril heaic lisinopril phéi hop ghyoend rininat rong & tudn,

cho thdy e dhung dy phéing cila lisinapnl. Tudng i nhu iong didu i v cac thudic gitn mach, sif
m"wnglimhglmrmr%mdmmg%mwapmﬁmmkmgm,n}mggbé»ongm
tang ty I& i vong,

Trong mé thif nghiém mo déi, ngdu nhién, da M-Eanm sa sanh lisinopril véi mét thusic chen kenh
calci kén 335 benh nhan tang huyst ap kém dai cd.nﬂﬂg&r?mﬁi khdi phat benh than [dac
ining béing dom nigu vi ligng, microalbuminurial, lisinopril liéu 10 mg dén 20 mg ding mét kn
mdi ngdy 12 thang, da lam gidm 13/ 10 mmHg huyg ap tam thu/huyét 6p am inidng v
1 i‘icmuc do bai xust zﬂ:umin nigu khoding 40%. Khi so siinh rhpuﬁc chen kinh calei vdi lisinopril,
chen kénh colci cong the hign tde dung hg huﬁ: & hidng dudng, nhiing nguisl dugc didu
iri v3i lisinopril da cho thély milc db giém bai xudt albumin nigy nhigu hdn dang ké, digu nay cung
cdp bdngachuhg ting nﬁm tc dyng hg huyéit dp, hoat iinh §c ché men chuy@n angicfensin ciio
lisinopril da lam gidm olbumin nigu vi lidng béing cach tae dong e Héﬁ:&n mé thn
Digu i vl finopril khdng anh huding dén sy kidm soat huysl, mé hign thang qua viec
thusic khdng dnh hudng déng k& dén néng dé hemoglobin glyeat hia [HbA, ).

Cée muﬁcmdongm hé renin-angiotensin (RAS)

Hai thi} nghigm ngdu nhien cd déi ching quy mé ién [ONTARGET % Telmisartan
Alorsorgis -@mﬁmmﬁéﬁdwﬁw}m E (The
Veterons Affairs Nephropathy in Di ) di dénh gid phac dé phéi hop mét thudic dc chs
men chuygn vdi mat thusc chen thy hé angiotensin Il

OMNTARGET ls thif nghigm duicic thuc higin réin cée bénh nhén co tién sl méc bénh fim mach hotic
bénh mach mdu ndo hotic banh dai thaa duting typ 2 kism béing, chiing 18n thudng cd quan dich.

Vi NEPHROND I thil nghigm trén cée banh nhan mae dai théo duting typ 2 va banh than
do ddi thdo dudng.

Hai 'h'mw.:d' cho s -hEt thutsc tic ch& men chiyen va 1hé angictensin I
Lmrgé;mmﬁmwfggmrﬁm@SMﬁmMms ¥ &Th?gla:‘tbgngng.y
| cdtang kalimau, ﬁnmmcdpm!mmhwmmdmggmdoc

De dac finh dugic hic hoc 1 nhau, nhiing k& qud ndy cing cb the dp dyng.ddi voi céc
ﬂ'mé;ﬂﬂ‘c ch& men chufn %ﬁn thy ll'l!cg;ginmslin ] Lrigc.h :

De ,w_ nén st du §i thusic Uc ché men chuydn v thudc chen thy the
angiotensin | DEL nhan mée banh fhén do déi Ihléfdu'dng.

ALTITUDE (Aliskiren Trial in T@nz’ﬂicbﬂes Uiﬂhﬁmﬂmﬂmuﬂhﬁnm' Endpoints)
Iy st thit nghiem dugic thigh ke d& danh gie Igi ich cho vie bél sung them cliskiren wao phéc

8 diu i chudin v&i md! thudic tic chié men chuy@n hodic mdt thudc chen thy thef angiotensin i
irén cdc bénh nhan méc ddi thao diding hyp 2 v banh than man, banh tim mach hoac cd hai
Mghigncdu ndy da ket thic sdm do téng nig,rmgop ket cudc bt g, D1 quy v i vong do
nguyén nhén lim mach thung gBp hon 6 nhom oliskiten so vai nhom placebo (gid duge). Cac
bign o6 bt Igi va bién o6 bét Igi nghiém frong dang chi y king kali méu, it huyst dp vé 1 logn
chie naing than| cing duigic bao cdo vai tn sudit cao hdn & nham aliskiren so vdi nham placebo,

frén cac bén

Tmngnﬁrngh&nmlmnsm'gm1]5%miwﬁ@n&h3hwﬂﬂpﬂb1bm.mtbwh
nmmmwﬁﬁwmdﬂcdﬂglhmmo' 25:7% ,s?mm médt ldin mdi
et O v o s
ngdy. Vaoc . lsinopril liéu mit i pam
bong do, hig qué diéu i 1ang huyet ép ducic ghinhn dn di aﬁm%umhml,zsm%'

Tac dig ndy dugic xac nhan phao ng khi huyst &p tam ting & nhém bénh
nhan d_uq:;:an chia ngdu nhm nhém lacebo da tang khodng @ mmHg so vdi
nhém bénh nhan dugc duy i lisinopril ligu trung BB hodc cao. Tac dung diduy tri tang huyét 6p
phy thude lidu cha lisinopnl duge the hign nhal g iBa cac phan nham bénh nhén b dic
di&m nhan khdlu hoc khac nhau v& tudi, giai doan T{:nne’f_}'di tinh v chiing iac.

| 5.2 Déc tinh duge dong hoc /}%

Lisinapril Iy thuc tie ché men chuygn ding duding utng khang c%ghcm sulphydryl
: P!

R 8 g ST e A
-5t 15 A s kb B B
cﬁp.%mﬁmm&mhqdﬁcﬂd&w.mﬂﬁpmhﬂmlhﬁ

v8i doo dong ty o6 he khodng 660%ong by nghien ciis (580 mg). Si L%:-ﬁ!d&
gidm khoding 16% rén céc barh nhansuy fm. Thic dn khing dnh huding dén sy hp thu lisdegil.  + 1 =

Phaa ba :
Lisinopril héiy nhu khéng gdin ket vdi protein huyét kidng ma géin vdi men chuydin angiotensin k@.
tudin hoan. Cac nghign ciu én chudt cBing cho thay lisinopril qua hang o mau nao kém J“ ]

Thii s =

Lisinogpxil khiing bi chuy@n hoa v dudc béi xudit hosn totn dudi dang khaing dai qua nusc igu. Vi
"gﬁéulﬂph[. lisinopril 6 théi gion ban hai higu dung tich iy 16 12,6 gi8, £ thonh thdi ciia
lisinopsil trén ngutsi khde manh khodng 50 mi/phit. Nang dé thudc trong hLﬁﬂﬁDnh giém dan cho

i il cudi oo 8

s | cudii keéo.d, . thu
Pt 20 o o W i rena e o ity ucc Tha el

wn

Uy gan
Suy gidm chiic nang gan frén banh nhan xo gan ddn dén gidm hdp thu lisinopril (khodng 30%,

{

|

!

l

] dugic xde dinh dya trén do ligu théi i thy dude K fi&t niéu], nhung gay tang mic do
| phdi nhiém [khodng 50%) so vdi ngueii khée manh da dé thanh hai gidm.
i

n
ﬁgﬁncﬁkmmhnhaﬁlﬁmhﬂﬂﬁdiamlcﬁﬁu&&ﬂch&iw thén, tuy nhign, mic
. gidm chi o6 § nghia lam saing khi mic loc oy tham dui 30 ml,/phat. Trén beoh nhén suy han nhe déa
iung binh [do thanh s creaiinin 3080 mi/pht), AUC sung binh chl ang 13%, iong khi AUC
ung binh 18ing 4,5 kin & nham bénh nhan suy thén nang {da hanh thai creatirin 5-3-(}m|fﬁ|'l.rrl.
Co 1 logi lisinopril béng cach ham tdch mav. Trong 4 gid thém tach, ndng da lisincpril huyst
higng gidm frung binh khodng &0% véi d& thanh théi thdm tdch khodng 40-55 ml/phat,

Suliin

Benh nhan suy fim cd moc dé phai nhigm i lisinopril coo hdn sa vai i khde monh (AUC
trung binh tang 125%}, tuy nhién dya irén d litu théi irif thu dude qua duding it nidu, su hdp
thu lisinopril gidm khodng 16% so vdi ngudi khée manh

Bénh nhi va thigu nign .

D béw dugc dong hoc clio lisinopril da dugc nghién ¢iu rén 29 bénh nhi va thisu nién iang
by dp 16 dén 16081 cd mic ko cBu hén rén 30 m/phiy/ .73 m S khiding o e
ligu 80, ] d&n 0,2 mg,/kg, néing do dinh huy&t iidng & frong thai &n dinh chia lisinopril dat dude
frong véing & gids, va miic 88 haip thu tinh theo ludng thudc théi il qua dugng nigu khodng 28%.
Céc gid i ndy & tiong t v nhiing gids i thu dude ridic do trén nguii iriding thanh. Gid i AUC
[dién fich dusi duting cong bigu dién néing d& thudic theo thési gian] va C..., [ndng do dinh) & iré
em vé thiu nién trong nghign ciu ndy phi hop véi di ligw da gijcglu nhan irén ngudi Ién,
MNgudi cao tudi ) :
Céc banh nhén cao 1udi ca néng dé thusic rong mau cao han vé dién fich dusi dwr;gmng bigu
di&n néng dé thudic theo théi gian Ién hdn [tang khodng &0%) so véi cac banh nhan e fusi.

5.3 Di liu an toan fidn lém sang

D ligws tign ham st khdng g  nguy o6 doe bigt cla lisinopel dai véi nguti, dyia rén cac nghign cdiu
!_msquyvédw::%mgqum,docurﬂnmbuhpbl.dbcmhmchuyénvauﬁnmggawgm
| Cde thude thude nhdm Ge ché men chuy®n angi in da cho théy ede e dyng bat Igi dai véi
' giai dogn sou clia sy phdt rign bao thal, dan dén chét thai va cac khigm khuyst beim sinh, daic
. bigtlay dnh huding trén xuong so. Da ghi nhdin ddc tinh trén béo thai, chém phat irién trong 1 cung
| vay hign hidng cén Bng ddng mach. Nhiing bét fuiting lien quan dén s phdt g thai nhi diige
cha 1 do tée déng inje fiép clha cde thudc e ché men len hé renimangiolensin cia bao
thai va mét phéin do tde dang thigiu mdu cuc bo 17 viec ha huy! ap rén ngudi me va lam gidm
lui hiing méu £ nhau thoi quo béao thai v gidm cung cdip oxy/chdt dinh duing cho bao thai.

4. DAC TINH DUCIC HOC

6.1 Tuang ky

Khang ap dung.

6.2 Honding

36 thdng k& 1 ngdy sdn xudl.

63 Bibukignbdoquin [
Bdo qudin & ni khé rao, dudi 30°C.
6.4 Quy cach déng goi

Hap 2 vl PVC/Alux 14 vign nén.

| 6.5 Tigu chutin

Tigu chudin nha sdn xud,

| 7. TENDIA CHINHA SAN XUAT VA CHU SG HOU GIAY PHEP DANG KY LUU HANH THUSC
. Gedeon Richter Plc.
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