HUGNG DAN SU DUNG THUSC
#|LISONORM:

Thuc néary chi ding theo don ciia béc sT
Doc ky husng dén st dung truéic khi ding
Né&u cén thém théng fin xin héi y kién béc st
D& xa tam fay tré em

vién nén.

TEN SAN PHAM
LISONORM®, ;En nén.
TEN HOAT CHAT VA HAM LUONG

M5i vign thuc c6 chia 5 mg amlodipine (duéi dang musi besilate) va 10

mg lisinopiil (dugi dang musi dihydrate).
C THANH PHAN KHAC
Cellulose vi finh th&, magnesi searat, natri tinh bét glycolat (logi AJ.
DANG BAO CHE CUA THUGC e
Vién nén.
MO TA SAN PHAM
Vién nén fron, det, c6 bd cdt, méu irding hotic Irding nhd, €6 ranh bé irén mot
mat, mét kia cé khdc chii “A+L”. Buding kinh 8 mm.
Buging rdnh bé gitp bé vien thusc chl d& ung d& ddng hon va khéng phdi
dé chia vién thusc thanh hai liéu dung bang nhau.
QUY CACH BONG GO
Thusc vién nén dude déng trang vi nhém PVC/PE/PVDC, cling, mau fréng.
Hép carion gdp, chia 30 vién.

C DAC TINH DUCIC LUC HOC
Nhém tri ligu: Thude Gc ché enzym chuy&n déi angiotensin va thudc tic ché
k&nh calci
Ma ATC: CO9BBO3
lisonorm dugic phai hop véi ligu & dinh 1 hai hogt chat la lisinopril va
amlodipine.

lisinopril kb thuc Gc ché enzym chuygn d&i angiotensin c6 tac dung lam
gidm ndng d& angiotensin Il va aldosterone huyét ticng, nhung lam tang
néng do bradykinin huyét hiong - & chét gay gian mach. Thusc lam gidm
stic khéng mach ngoai bién v huy&t ép he théng. Nhiing thay dai ndy cé
the kém theo su king cung luging tim trong khi tan 55 tim khéng d&i va king luu
higng méu qua than. O ngusi banh c6 glucose mdu cao, lisinopril gop phén
phuc héi chiic nang ndi mé da bi t8n thuding.

Tac dung chéng tang huy8t ép cla lisinopril thusng dat dugc vao khodng
1 gi& sau khi uSng vé dat néng do dinh sau 6 gi&s. Thai gian tdc dung kéo
dai 24 gid tuy thude ligu ding. Khi ngling lisinopril dat ngot, tac dung ddo
nghich (ang huy&t ap) la khéng déng ke.

Mac di tac dung chinh cba lisinopril 6 dudc la do téc déng trén hé renin-
angiotensin-aldosterone, nhung lisinopril cing c¢ higu qud tén ngudi bénh
tang huyét 6p ma cé hoat tinh clia renin huyét fuong thép.

Ngodi tac dung ha huyét ap tnic ti€p, lisinopril cén lam gidm albumin nigu
nh& digu héa finh trang huy&t dong va cdu iric ma clia cdu than. Trong
nhiing nghién ctiu ¢& kigm sodt thic hign ién ngudi benh dai thao duding,
khang théy cé sy thay d8i néio vé glucose méu, khong teing 16n sudt can ha
glucose mdu.

Amlodipine la thuSc Gc ch& kénh calci thudc nhém dihydropyridine.

Amlodipine (ic ch& déng calei di vaio 18 bao cd fim vé 1 bao cd tron mach

mdu bdng cdch ngan chdn cde kénh ion calci cham & mang 1§ bao.
Amlodipine lm gidm stic cang clia cd tron ti€u dong mach, qua dé lam
gidm stic khdng mach ngogi bién, nén gidm ap lyc mdu he thdng
Amlodipine lém giém dau thét nguc do lam gian tidu dong mach ngoai,
bign v& gidm hau a7 im. Nhing tac déng nay khéng kém theo nhip fim
nhanh phén xq, do dé lam gidm nhu céu ciia cd tim vé oxy va ndng ligng.
Amlodipine c6 the lam gian mach vanh tim (dong mach va iéu déng mach),
iéc dung nary cdi thién ngudn cung cdp oxy cho cdtim, cd & viing lanh ciing
nhu ving bi thigu mau.

Dung amlodipine v6i ligu mét lan méi ngay lam giém huyét ap tong sust 24
giéi & ngudi banh tang huyst ap, cd & i thé ndm va i thé ding. Do téc dung
khdi phat cham nén khéng gay ra finh trang tut huy&t dp cdp tinh.

Tac dung tc ch& kenh calei lam gian dong mach kém theo tinh trang gitl
nalri va nudc.

Hoat héa bu he renin-angiotensin-oldosterone (RAAS) cé thé xdy ra, do d6
co ché diéu hoa ngude kich hoat bdi cdc thusc i ché enzym chuyga dsi
angiolensin ¢ thé gop phdn viio sy phuc héi nhiing dép Ung sinh ly déi véi
finh trang gio fang ligng musi dua vao.

CAC PAC TINH DUGQC BPONG HOC

lisinopril dat néng do dinh frong huyét ludng khodng & gid sau khi uéng;
sinh kha dung khodng 29%. Khéc véi cdc thusc e ché enzym chuyén doi
angictensin, lisinopril khéng gén k&t véi cac protein huyét tisng. Lisinopril
khéng bi chuyén héa trong cd the va dugc bai tiét vao nuéc tigu dui dang
khang dsi. Thési gian ban thai khodng 12,6 gia. Phéin khéng gén ket protein
bi thdi tridc, tiép dén la phan gén ket véi enzym chuyén d6i angiotensin

bi thési v 46e-d6-cham hon; két qué-la-kéo dai duge ie dyng ching-tng-

huyét ép.

p
Pan thdi lisinopril s& kéo dai & ngudi benh suy IJr:gn Vi vox cé the cdn ﬁﬁi

giam liéu. C6 the loi iri lisinopril ra khéi huy#t tiong béng thdm tach loc

mau.

ml

Sau khi udng, amlodipine dude hap thu
duding figu héa. Sy hdp thu khéng bi dnh hiidng hdi thiic an. Néng do dinh

ticng. Amlodipine dude chuy&n hod manh qua gon th
hoat tinh. Khodng 10% chét me v& 60% chéit chuyén hoa d

nudc

cusi khodng 30-50 gié. Thusc dat néng do 6n dinh trong huyét tu
ngdy dén 8 ngay diéu i lien tyc. O gan, amlodipine bi chuyén hod

chom va hdu nhy hodn todin qua

trong huyst ting [C__ ] dat dudc sau 6 git dén 10gis. Sinh khd dung clo
amlodipine | i 64% d&n 80%; thé tich phan bs kh 01/kg. Trong tuén
hodan hé théng, khodng 95% d&n 98% amlodipine génkésvsi protein huyst

t khéng co

tigu. Amlodipine déio théii thea 2 pha, trong do, thei gian

dang khong con heat tinh. Chat bét hoat nay va 10% chdt me dudc bai i€

qua nudc tidu. Amlodipine khong bi logi khdi huyst iiong bding tham tach.

Thai gian d& dat néng do dinh huy&t ticng (1__) clia amlodipine la tiong by
& nhém ngudi cao @i so vai & ngudi iré tusi. [0) ngusi coo 6, thanh thai
amlodipine ¢ khuynh hudng thdp hon, ddn dén tang AUC va théi gian ban

thai.

Khi dung liéu amlodipine ging nhau cho ngusi cao tu8i var ngusi fré

 u6i, nhan thdy c6 su.dung nap 16t nhy nhau, nén co thé dung phac dé ligu

théng thuding cho ngudi cao tudi.

Théi gian bén thdi ciia amlodipine kéo dai & ngusi banh suy gan.

O ngusi banh suy chiic naing thén, su thay dai v& néng dé huyst tidng clia
amlodipine khéng lién quan d&n mic dé suy than.

Khéng nhan thdy cé tiong téc dude dong hoe gitia cac hoat chat cla
lisonorm. Nhiing théng s6 dugc dong hoc clia lisonorm [nhv AUC, C_,
I, théi gian ban thai) kheng khée biét so véi nhiing theng s& clia tiing
thanh phdn riéng biét.

Su hdp thu Lisonorm qua duging tiéu hod khong bi dnh huding bdi thaic an.
CHIDINH -

| Diéu tri tang huyét ap v6 can.

Tri ligu thay the cho cac bénh nhan ma c6 huyst ap dugc kiém soét béing
lisinopril va amlodipine dung déng théi véi méc liéu tiong dudng.

C
Qud

NG CHI BINH
mén cam véi lisinopril hodc véi bat ki thusc tc ché enzym chuyén déi

angiotensin (ACE).

Qud
Qud

man cdm véi amlodipine hotic bat ky ddn xudt cda dihydropyridine.
mdn cdm vdi cde thanh phén ¢ dudc clia thudc.

Gidm huy&t ép trém frong.

Tién st mach lién quan dén vigc s dung tiéc dé céce thubc (ic ché enzym
chuy&n d6i angiotensin.

Phi mach do di truyén hodic b phét. )
Téc nghen 15 rét vé& huy&t dong luc & dudng ra clia 1am thét rdi (hep dong
mach chl, bénh cg tim phi dai), hep von hai 4 hodc séc tim.

Suy tim sau nhéi mau cd tim cdp tinh (trong 28 ngay déu tign dung thudc).

Con

dau thét nguc khong 6n dinh (ngogi i chiing dou thét nguc

Prinzmetal).
Mang thai va thai ky cho con ba.

UEU DUNG VA

CHDUNG

Liéu khuy&n cao la 1 vien Lisonorm mai ngay. Liéu 16i da la 1 vien m&i ngay.

Thiic

an khéng c6 dnh hudng dén sy hap thu thusc nén cé the dung thudc

truéic, trong hodic sau biva &n.

P& fim dugc lidu khdi dt‘;}u 16i da va lidu duy i cho ngudi bénh suy than,
cde bénh nhan cén duge chudn dé ligu bang lisinopril vé amlodipine ding
riéng ré.

Lisonorm chi dugc ding cho cdc bénh nhan ¢6 lidu duy i 16i vu la 10 mg
lisinopril véi 5 mg amlodipine sau khi chudn da.

Cén
didu

theo doi chic nting than, mac koli va natri huyét thanh trong qua trinh
tri béing Lisonorm. Khi chic ndng than gidm sot di thi can ngiing ding

lisonorm va thay bding digu i ting thanh phén rigng r@ da dugc dinh lidu

déy do.

: Qué trinh dao thdi omlodipine c6 the kéo dai &

I
ngudi benh suy gan, do dé, khéng xdc dinh dugc ligu khuyén cdo chinh
xac cho nhiing déi tidng ndy. Cén than trong khi diing Lisonorm cho ngudi’
bénh suy gan.

Din

. 5
Khéng khuy&n cdo diing Lisonorm cho ngusi dusi 18 tugi do chua di di ligu

v& dé an todn va higu luc clia thude cho déi tigng ndy.

Trong céc nghign ctu l6m sang, khang thay cé thay d&i vé higu lycva do an

todn

cia amlodipine hogc lisinopril lien quan 16i tugi. ligu duy trl 16i uu cho

ngudi cao udi céin dugc chudn do cho tiing ngusi bénh béng céch kéthgp v
do lisinopril v amledipine. Chi dugc ding Lisonorm cho cdc bénh nhan ma
liu duy 11 18i vy l& 10 mg lisinopril v 5 mg amlodipine sou khi chudn d&.

| CAC CANH BAO VA THAN TRONG
Ha huyét p rigu chiing:

Do tac dung lam gidm huy&t dp ddng k&, nén cé thé xay ra hg huyét ap trigu
chiing & ngudii banh bi thigu hut thé tich va/hodic mdt natri do ding thusc
Igii niu, hotic mat dich do nhiing nguyén nhén khac nhu togt mé héi nhigu,
nén va/hoge tieu chay kéo dai. N&u €6 ha huyét ap, cén dat benh nhan
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- co c6 thé c6 tide khi dung Lisonorm cho ngudi benh suy gan.

& tu th& ndm nglia vé& n&u cén thi biy dich qua finh mach [fruyén finh mach
nudc musi sinh y).

Théng thudng nén bi nudc va/hodic natri iridc khi bdt déu diéu fri véi
Lisonorm. Phdi theo doi mic dé lam gidm huy8t ép clia thusc sau khi cho
dung ||éu khdi déu.

: |6ng nhu‘ moi thusic goy glcn moch ph6| 1hﬁn rrong khi dl‘.mg
1  cho ngussi benh bi 1éc nghen duding ra clio that tréi va hep van
hai la. |
th_m_@_mg_thqg Mét 58 ngusi benh tang huyét ép nhung khéng cé
bigu hign benh mach than da bi ting uré mdu va tang creatinine huyét thanh,
thusng nhe va thodng qua, dac bigt khi dung thudc Gc ché enzym chuy&n
déi angiolensin ciing véi thudc Igi nigu. Bgc bigt, hign tiong ndy gdp & bénh
nhan dabi suy than.

O mot s6 ngusi benh hep déng mach than hai bén hodic hep déng mach
than & ngusi chi con mét than ma ding thuSc Gc ché enzym chuy&n d6i
angiofensin, da gdp King uré méu va credfinine huyét thanh, thusng héi
phuc sau khi ngting diing thusc, dic bigt hign tigng nay hay gap & ngusi
bénh suy chic nang than. D& xac dinh li8u duy il 16i v cho ngudi suy chic
nang than, ngudi bénh cdn duge chudn do liéu rigng re véi lisinopril va
amlodipine, va phdi theo dai chiic nang than. Chi dugc dung lisonorm cho
nhting ngusi benh da dugc chudn do ligu duy 1 16i vu la 10 mg lisinopril va
5 mg omlodipine.

N&u chdc nang than bi hu hai, cdn ngiing dung Lisonorm vé thay the bang
lieu phap véi tiing thanh phdn rigng r& duge chudn dé ligu déy do. Cong c6
khi cén gidm lidu va /hodic ngiing dung thusc Igi nigu.

: Trong thai gian diing céc thuSc Gc ché enzym chuyn dsi
angiofensin, bao gém lisinopril, c6 th€ gdp phi mach & mat, 1 chi, lusi,
méi, thaph mén var/hodic thanh quan. Khi gdp nhiing trigu chiing trén day,
cdin ngiing Lisonorm ngay va 1i&p tuc theo doi ngudii benh cho dén khi cac
friéu chidihg da qua khdi hodn toan.

N&u chi'c6 phis 8 mat, m&i va 18 chi thi 6 thé ty h&t; tuy nhién, c6 the dung
cdc thusc khéng histamin d& lam gidm friéu chiing.

Phiy mach di kém véi phts thanh quan cd thé géy 1 vong. N&u pht & lusi,
thanh mén hodic thanh quén hodic 6 nguy co gay tac nghén duging thd, ngusi
bénh cdn duge cdp ctu ngay. Cdc bign phdp thich hop bao gém tiem duéi
da 0,340,5 mg adrenaline (epinephrine] hodc fiém finh mach cham 0,1 mg
adrendline, sau d6 ding thém glucocorticoid v& khding histamin, déng thsi
theo d&i cac chic naing s8ng.

Céc thudc e ché& enzym chuyén déi angiotensin gy ra ty 1é phi mgch cao
hon & nhiing ngusi bénh da den so véi nhiing ngusi bénh khéng phai la
ngudi da den.

Phu ruot higm géip & nhiing ngudi bénh diéu fri bding thudc Gc ché enzym
chuy&n déi angiotensin. Céc d&itugng nay bi dau bung (di cing hoac khéng
di cling v6i nén va budn ndn); trong mét s6 iridng hdp khéng cé pht mach
& mat iU tru6c va mic C-1 esterase binh thudng. Phiy mach duge chén dodn
béng cdc phuong phap bao glim CT scan hodc sieu &m hodic khi phdu
thuat va edc triéu chiing s& qua khdi sau khi ngung ding thuéc tic ché enzym
chuy&n déi angiotensin. Pht mach ruét cdn dudc chdn dodn phén bigt &
rrﬁﬂ’ng ngum benh dung thuSc dc ch& enzym chuy&n d&i angiotensin mé bi

phdn véid ngudi benh dlfdc d‘ &u tri bdng ihub'c dc ché enzyrn chuy&n d&i
angiotensin trong thdi gian thdm tach loc mau béing mang polyacrylonitrile
(vi dy AN 69). Vi vy, cdn tréinh k&t hc;ip iri ligu nay vé& cé thé lya chon, hodc
dung mét logi mang thdm tach khdc, hodc ding mét logi thusc ch6ng fang
huyét dp'khdc

Bénh nhém dUdc d:éu fri béng rhuﬁc Efc ché enzym chuyén 661 angiotensin
frong théi gian gan tach LDl-cholesterol béing dexiran sulphate higm khi gaip
phan ¢ng phdn vé de doa tinh mang. C6 thé trénh dugc cac phdn Gng nay

“baing cach tam thsi ngiing dung thudc e ché enzym chuyén d6i angi

misc mﬁi ln gan tach.

: D6i khi x4y ra phén ting phdn
ve & ngussi benh ding thusc tic ché enzym chuy&n d6i angiotensin trong thei
gian gidgi m&n cdm noc clo bo canh mang [vi du ong, ¢én tring c6 cdnh).
Co6 the ranh phdn ting de doa tinh mang nay béng cach tam ngting dung
thugc Gc ché enzym chuy&n déi angiotensin.

R&t higm gap & ngusi banh dude ding thusc e ché enzym chuyén d6i
ongloter'lfm c6 cdc frigu chiing nhy' vaing da, ¢ mét hode viem gan va hoai
ilén trignddt ngot va doi khi i vong. Co ché clia triéu chiing nay chua dugc

nhan nao ding Lisonorm ma 6 idu ching vang de-hoge lang
enzym gén 16 rét cdn ngling ding Lisonorm va theo dai y 18.

Suy gan:
Thai gian ban thai cla amlodipine kéo dai & ngusi bénh suy gan. Vi khéng
c6 khuy&n cdo liéu thich hop, cén than trong can nhéc giva Igi ich va nguy

otensin

Déc véi mdu: R4t hiém géip gidm bach céu tung finh, mat bach cdu hat,
gidm fi€u cfu va thi€u mdu & bénh nhan dugc ding thudc Gc ché enzym
chuy&n d&i angiotensin. Nhiing ngudi c6 chiic nang than binh thusng
va khéng c6 cac yéu 18 khdc gay blén s& rdt hiém gdp gidm bach
c6u trung tinh. Giém bach cdu trung tinh vd‘fﬂ ch c8u hat cé the phyc
héi dugc sau khi ngting ding thuSc tc ché Fluyén dai i angiofensin.
Cén ding Lisonorm 16t than frong cho ngusi ben nh mach collagen,
ngudf duoc diéu trj Gc ché mién dich, dung olfopurmdﬂ! ¢ procainamide
hogic phai hop cac yéu 16 gay bién ching nay, dac bieﬁ%gé suy than.
M1 88 ngussi benh k& trén s& bj nhi&m khudin ndng va trong [Easio dé khéng
ddp ling dudc v&i khdng sinh ligu phap. 7’
Néuirmnorm dugc ding cho nhiing déi tidng nay, phai kiém fra ky s6
lugng & bao bach cdu va ngudi benh cdin théng béo cho bac st m@(d,ﬁu
hiéu/nhi&m khudn.

Ho: | O'
Triéy| chting ho thusng dugc théng bdo & ngudi benh dudc dung thusc dc %/

ché& enzym chuyén d&i angiotensin. Dac diém chung la ho khong fang sinh
nhufig dai ddng v khdi ho khi ngiing diéu ri.
Ho do thuc ¢ic ché enzym chuy&n déi angiotensin can dugc coi ld mét phén
cva ch@n dodn phan biet v& ho.

: O ngusi benh phdi qua dai phs hogc frong théi gian
gy mé béng chat gay mé c6 khé nang bi ha huygt 6p, lisinopril 6 thé G
ché su tao thanh angiotensin Il thd phat do phéng thich renin bu tris. N&u nghi
ngd ha Gp xdy ra theo cd chi nay, c6 the khéc phyc baing cach bi dich.

i: Néu i cao di kém véi gidm chic nang than, cén

diéu chinh liéu Lisonorm nhu cho ngussi bénh suy than.

Cd géip tang mic kali huyét thanh & ngudi bénh dugc ding thusc tic che
enzym chuy&n d&i angiolensin. DGi tugng cé nguy co phdt trién tang kali
huy#t bao gém ngudi bénh suy than, déi théo dudng, sy tim mé bb cdp
tinh, m&t nuéc, nhiém acid chuy&n hod hodc dung déng thai véi thusc loi
meu|g|{T kali, cic chdt bd sung kali hodic cdc chdt thay the musi chia kali
hodr. moi thudc kéo theo t&ing miic kali huy&t thanh [nhu heparin). N&u cén
déng th&i v6i cac chét néu trén, thi cén thudng xuyén giém sat mic
ko;i?uuyét thanh.
Phu nii mang thai vé nuéi con bu

Khang nen dung thusc e ché enzym chuyén déi angiotensin cho phy- g
mang thai frong ba thang déu cla thai ky va chéng chi dinh dung céc thuse
ndy.8 quy hai va quy ba cla thaiky.

Chua ¢6 cdc béing chiing benh hoc lién quan 16i nguy co gay qudi thai khi
dung thuBc Gc ché enzym chuy&n d&i angiotensin frong 3 théng ddu clia thai
ky. Tuy nhién, khéng loqi rif 6 tang nguy ¢d nhe. Diing thusc (ic ché enzym
chuyén déi angiolensin trong quy hai va quy ba clia thai ky cé the gy doc
cho thai ngudi [suy chiic ndng than, it nusc &i, cham c&t hod so mat) va déc
vGi Iré sd sinh (suy thain, ha huy&t ap & bao thai, téing kali huy&t).

Mac db da cé s8 thuSc nhém dihydropyridine gdy qudi thai rén dong vat thi
nghiém, nhung nhiing nghién ctu st dyng amlodipine trén chudt c8ng va thd
khéng chio thdy & béing chiing gay quéi thai. Tuy nhién chua c6 kinh nghiém
lam saing ndo vé viéc st dyng amlodipine cho ngudi mang thai. Do d6, cén
chéng chi-dinh amlodipine trong thdi gian mang thai.

Hién chua cé nghién ctu lam sang ¢6 ki€m sodt thich hgp dé rot ra kinh
nghiém st dyng Lisonorm cho ngudii mang thai. Vi thé, chéng chi dinh dung
Lisgnorm cho ngudi mang thai.

ch@n doan c6 thai, cdn ngling diing Lisonorm ngay. Vi benh nhan dy
dinh mang thai, cdn thay Lisonorm bang liéu phap diéu fri cao huyét ap khac
da ugc chl.'ing minh la an toan dé st dung cho ngudi mang thai.

( ong dung Lisonorm cho ngusi me trong sust théi ky cho con bu i lisinopril
dutc tiét vao sta me. Chua 1© s',rbcn tiét cba amlodipine vao stia me.
A huéng coa thudc lén kha néng léi xe va vén hanh may
norm c6 the dnh hudng len khé naing l4i xe va v@n hanh may méc (nhat
sgt:bo thei gian ddy sU dung thuscl.
nx)NGT CTHUSC

~  Cdc thubc téc dong 161 ham lugng kali:

Nhiing thusc Igi nigu git kali vi du spironolacton, amiloride va triamterenel,
chét b8 sung kali, hodic cac chdt thay the musi cé chda kali, va cac chat
khéc co thé lam tang ham lugng kali (vi du heparin) cé thé gay tang kali
huygt khi phai hop véi thusc Ge ch& ACE, dac bigt la & ngudi benh suy than
va ngudi séin cé cdc bénh khac.

Néu thusc c6 dnh hudng 16i ham lugng kali dugc k& don véi lisinopril, cdin
giam st thudng xuyen néng do kali huyét thanh. Vigc sti dung déng thai véi
lisinopril cGn dudc can nhéc cdn than va thyc hién théan trong. di-cing véi
giam sat thuging xuyén ndng do kali huy&t thanh va chiic néng than.

— | Céc thusc Igi nigu: sy phéi hgp ndy cé tac dung higp déng va cé thé lam
hd huyét ap qud miic. Lisinopril lam tang tac dyng bai fiét kali nigu ciia cac
thudc Igi nigu.

— | Céc thuc chéng iting huygt ap khac: khi phéi hop véi Lisonorm c6 the lam



ha huy&t 6p qué mic. Sif dung déng thei véi glycenyl Irinirate va céc nitate
khac hodic cac chét gay gian mach khac sé lam giém them huyst ap

~ Cdc thusc chéing trém cdm ba véng/thusc chéng loan thén/thusc gay
mé/thuéc gay nghign phdi hdp véi thusc tic ché ACE: c6 thé lam ha huyét
ap qud mic.

— Rugu lam tang tac dyng ha huyét dp.

~ Allopurinol, procainamide, céc thudc tic ché mign dich hodc kim 1& bao
[corticosteroid duging todin than) ¢6 thé lam 1ng nguy cd gidm bach cdu khi
diing ciing thuSc tc ché ACE.

- Cdc thudc khang acid lam gidm sinh kha dung ciia thuse tc ché enzym
chuyén d&i angiolensin.

— Céc thuc cuiing giao cdm cé the lam gidm tac dung chéng tng huyst
ap cla thudc e ché ACE; edn giam sat ngudi bénh can than dé chéc chén
r&ing téc dyng mong muén da dat dugc.

~ Céc thuc chiia irj tigu duing: cde nghign ciiu dich 1 hoc cho thdy cac
thudc chiio figu dudng (insulin, cac thuSe gidm glucose huyst ding duding
ugng] khi diing ciing thudc tic ché ACE c6 thé lam tang tac dung ha glucose
huyét kém nguy cd gidm glucose huy8!. Hign tudng ndy cé nhigu khd ndng xdy
ra rong cac tudn déu fién cha diéu i phai hop va & ngudi benh suy than.

~ Thutc chaing viem khong steroid [NSAID): dung NSAID lau dai, boo gém
acid acetylsalicylic liéu cao hon 3 g/ngdy cé the lam gidm tdc dung chéng
lang huy&t dp clia cde thusc e ché enzym chuy&n d&i angiotensin,

Cdc NSAID va eéce thube de ché ACE 6 tac dung higp déng cong len
mtic tang kali huy&t thanh va gay hu hai chiic ndng than. Céc tée dung nay
thusng phuc héi dude. Higm khi gap suy than cdp, déic bigtd cdc bénh nhan
6 suy gidm chic naing than nhu ngudi cao Wi va ngudi bi mat nue.

— Lithium: Sy bai fiét lithium c6 thé gidm khi phéi hop véi thudic tc che ACE,

vivay, cdn theo doi mac lithium huy&t thanh.

- Cdc chét e ché CYP3A4 : nghien ctiu irén ngusi benh cao Wi cho
thdy diltiazem tic ch& sy chuy@n hod cla amlodipine, théng qua xic tac
cia CYP3A4 [néng db irong huy8i hidng ting 16i da 50% va tdc dung
cla amlodipine sé tang|. Cong khéng logi i khé néing cdc chat e cha
CYP3A4 (vi dy ketoconazole, ifraconazole, ritonavir} cé the lam tang néng
dé amlodipine huyét thanh hon so vdi tac dung tic ché cla diltiazem va céin
than trong khi ding phsi hap.

- Cac chét gay cdm iing CYP3A4 : Phéi hop véi cac thusc chﬁng co giat
[vi du carbamazepin, phenobarbital, phenytoin, fosphenytoin, primidonel,
rifampicin, cac théo duge chiia Stjohn's wor /Hypericum m/ ¢
he lam gidm néng da amlodipine huy! thanh. Theo dai I8m saing cho thdy
cn phéi diéu chinh ligu amlodipine frong qud frinh digu tri véi cdc chat gay
cam ting CYP3A4 va sau khi nging thudc. Cén thén trong khi phéi hap.

— Céc chét khéc : rong don tri ligu, amlodipine duge diing an toan clng
v6i thuic Igi nigu thiazide, thudc Gc ché beta, thuSc tic ché enzym chuyén
ddi angiotensin, cdc nifral téc dung bén, nitroglycerin dat dugi lusi, digoxin,
warfarin, atorvasiatin, sildenafil, thusc khdng acid [gel hydroxide nhom,
magnesi hydroxide, simeficone), cimetidine, thusic khdng viém khéng steroid,
thuc khang sinh va 'rhudc ha dugng huyét duting udng.

QUA LIEU VA CACH XU TRI

Qué ligu co the gay gian mach ngoai bign qua mic kém theo ha huyét ép
1 1&t, s8¢ ludn hoan, S logn dién gidi, suy than, thé qua nhanh, nhip fim
nhanh, danh tréng ngyc, nhip tim chéim, chéng mat, lo Gu va ho.

Céin diéu frj rigu chting (d&t ngusi bénh ndm ngtia, theo déi chiic nang tim
var hd frg fim néu cdn, theo doi huy&l ép, can bang dich/dign gigi). N&u
xdy ra ha huyét 4p ém trong, phdi ké chén cho cao. Néu rruyéng h khéng
dem lai higu qua thich hap, c6 the digu tri hd rg bang cdch sif dung them
céc thudc co moch ngoai bien, trif khi c chéng chi dinh. Ca the can nhéc
truyén angiotensin II. Truyén dich finh mach calci gluconate c6 the co ich dé
ddo ngudc tdc dung tic ché kénh calci.

Vi su hdp thu amlodipine cham, rlia da day déi khi cing c6 ich.

Cé th logi lisinopril ra khéi tudn hoan hé théng béng phudng phép thdm
tach loc mdu. Tuy nhién do amlodipine gén k& manh v&i protein huyét fudng,
né&n thdm tach chua chéc cé higu qua dé loqi Il chdl ndy.

TAC DUNG KHONG MONG MUGON

Théng béo cho bac st nhiing téc dung khéng mong mudn gdp phaéi khi
st dyng thuc

Trong mt nghién cdu lam sang [n=195), thdy 1én xudt tac dung phy & nhiing
ngudi bénh thuéc nhém dudc diéu fri véi ca hai hogt chét khéng cao hon so
vGi & nhiing ngudi benh thude nhém ding mat hoat chét (dan i ligu). Cac
1ée dung phy phi hop véi cde tac dyng da dugc bdo cdo véi amledipine
var/ hoac lisinopril. Céc 1éc dung phu thuding nhe va thodng qua, higm khi
phdi ngiing thudc.

Cdc tac dung phy thudng gdp nhat la nhic ddu (8%), ho (5%), chéng mat
(3%].

Trong céc nghién cdu lam sang, nhing iac dung phy sau day dugc theng
bdo & > 1% benh nhan dugc dung déng théi amlodipine vé lisinopril hodc véi
amlodipine va lisinopril don i liéu [xem bang dusi déay):

Da v&t mé Ngtia 1,5%
dusi da 4
<

Tén xuét téc dung phy dudc dinh nghia nhy Saar

Rt thusing gap (=1/10); /7(
Thusing gaip (21/100<1/10); o3
Khong thusng gap [=1/1000<1/100); %
Higm [=1/10.000<1/1000); ‘<
Rait hiém (<1,/10.000); 2.
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Trong m&i nhém, téc dung khéng mong mudn dude xép x&p theo Ihu%g

dén v& miic nghiém trong.

Céc tac dung khéng mong muén sau day dugc théng bdo trong qud ir

diéu fri bdng lisinopril vé amlodipine don doc:

iam
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R&i loan tai céc | Tén xudt Céc phdn Gng | Céc phdn tng
cd quan khéng mong khéng mong
mudn v6i mudn véi
lisinopril amlodipine
Méu va hé tao | RGt higm Suy thy xuong, | Gidm tigu cdu
mdéu mdt bach cdu
hat, gidm bach
cdu, gidm bach
cdu trung finh,
gidm fi€u cdu,
thigu mdu tan
huyét, thigu
mdu, bénh hach
bach huyét.
Hé miéndich | Rt hiém Céc banh ty Qud mén cdm
mién
Chuy&n hod va | Rat higm Giam glucose | Tang glucose
dinh duang huy&t huyét
Réi logn tdm ly | Khong thusng | Thay d&i tam Mét ngt, thay
gdp frang, r&iloan | d&i tinh kht
gidc ngl
Higm R&i loan tam
thén
R&i loan hé Thusng gap Chodng véng, | Ngb ga,
than kinh nhtic déu chodng vang,
nhtc ddu
Khéng thusng | chong mat, di Ngdt, run, lech
gdp cam, Giloan | lac vi gidc,
vi gidc giam cdm gidc,
di cédm
R4t hiém gap Bénh thén kinh
ngoaqi bién
Mat Khéng thusing R&i loan thi giac
gap
Tai v mé dao | Khéng thusng U tai
gap

Céc cd quan Phan Ging <6 hai | Lisonorm | Amlodipine | Lisinopril
(n=64) | [n=64) (n=68)

Hé thén kinh Chéng mat 3% 1.5% 4,4%
Nhoe déu 8% 0% 8.8%

Tim Bénh réng nguc | 1,5% 4,6%

Hé hép, ngue | Ho 5% 3%

va trung thét

Duding figu hod | Non 1,5%

iy




R&i logn tgi cac | Tén xuét Céc phdn Ging | Cac phan ting
cd quan . | khéng mang khéng mong
mudn véi mudn véi
lisinopril amlodipine
Tim Thuging gap Banh iréng
nguic
Khong thusng | Nhéi mau cd
gdp fim, dénh rSng
nguc, fim dap
nhanh
Rat hiém gdip Nhéi méu cd
fim, nhip nhanh
théit, rung
tam nht, loan
nhip tim
Mach Thuding gip Gidm huy&t ép | Can biing dé
i thé diing
Khang thusng | Tai bién mach | Gidm huyét dp
gap mau nao, hién
tugng Raynaud's
Rait hiém gap Viem mach
H6 hdp, nguc | Thuging gap Ho
vatrungthdt | Khong thusng | Viem mai Khé the, viem mii
gdp
Rat higm Co thét phe Ho
quén, viém ph&
nang di ting/
benh phai tang
bach cdu va
2osin, viém mui
xoang
Hé fiéu hod Thuding gép Tieu chdy, nén | Bau byng,
buén nén
Khong thusng | Bau bung, budn | Nén, khé figu,
gdp n6n, khé tigu thay d&i théi
quen dai lién,
khé migng
Higém gap Kho migng
Rt higm Viém tyy, pho Viem tyy, viem
mach rudt da day, tang
san lgi
Gan mét Ra! higm Suy gan, viem | Viém gan, vang
gon,vangda | da, ¢ mat
i mét
Da va mé Khéng thudng | Qua mdn cdm/ | Rung téc long,
duéi da g8p pht mach & phdt ban, ban
mat, 1 chi, lusi, | xudt huyst, thay
mdi, thanh mén | d8i méu da,
vai/hodc thanh | todt mé hai,
qudn, phét ban, | nglia
ngla
Higm Bénh véy nén,
may day, rung
l6ng téc
Rt higm Hoai tbigu | Héng ban da
binhigm déc, | dang, pht
héi chiing mach, mé day
Stevens]ohnson,
[ héng ban da
dang. Bénh da
pemphigut, todt
mé hoi.
Mét hotic nhigu
frigu ching dusi
day cé th& duge
théng bdo: s6t,
viém mach, dau
cd, dau khép/
viém khép,
ANA ducng
tinh, téng fri s5
ESR, King bach
cdu va eosin
vé fang bach
céu, phdt ban,
nhay cdm véi
d@nh séng hotic
cdic banh vé da
khae
Hé co-xueng- | Khéng thuding Pau khép, dau
| khép va mé gap cd, chudt rt,
lign ket dau lung

=

Thén va tiét Thudng gap Suy chic nding
niéu lhoé(
Khéng thugng & R&i logn tigt
% : i
gap “~—_ | nidu, ti€u dém,
2. | tang s6 lan
%»,?ié’u fién
Hiém Suythancdp, =2~
téing -8 huy@t 9@
Rat higm Tiéu it/v6 niéu =
Hé sinh sénva | Khong thusng | Bt lyc B4t lyc, l;(%
r8i loan vi gap nam gidi  ° OC
Higm To v & nam
giSi
Céc réi loan Thudng gap Phu, mét mdi
chung vé tqi Khong thusng | Mét mdi, suy Bau nguc,
ché gap nhugc dau, kho 8, suy
nhugc
Théng s8 trong | Khong thudng | Tang uré mau, | Tang can, gidm
xét nghiém gap iing creatinine | can
huyét thanh,
1&ing kali huy&t,
tdng enzym gan
Hiém Gidm
hemoglobin,
giam thé tich
héng cév,
t&ing bilirubin
huyét thanh, ha
natri mau
R&t higm Tang enzym gan
DIEU KIEN BAO QUAN
Bdo qudn & nhigt do dudi 30°C trong hop thuSc dé ranh dnh sang.
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