D€ xa tam tay tré em
Boc k¥ hudng din sif dung trudc khi dang
Thudc nay chi diung theo don thude

THAMH PHAN CONG THUC THUGC
{Cho 1 vién nén bao phim PeriSaVi §)
Tnanh phdn dude chit:

Perindopril arginin ... " " rrerenrenees 5 MG
Thanh phin ta duge:
Tinh bt bign tinh, celluloss vi tinh thé 102, lactose monohydrat, silic dioxyd ke,

magnesi stearat, hyprometiose 6 cps, polyethylen glycol 6800, titan dioxyd, Green
lake.

DANG BAC CHE

Vién nén bao phim,

MO TA SAN PHAM

Vién nén dai, bao phim mau xanh, hal mat khum, iron, canh va thanh vién lanh
lan.

CHi pINR

- TAng huy&t &p: Diéu irf ting huyét ap.

- Suy tim: Diéu trj suy tim €6 trigu ching.

- Bénh dong mach vanh Sn dinh: Giam nguy co xay ra bién ¢& tim mach & nguidi
bénh cé tién sl nhdi mau co tim va tai tao mach vanh,

LIEU DUNG, CACH DUNG

Lidu diing

Li8u diing dudc cé thé hoa dia vao finh trang va dap dng huyét 4p cla mbi ngudi
Ngusi in

Tdng huyét dp

PeriSaVi 5 ¢6 thé dude ding rigng B holic két hdp véi cac nhom thufe i tang
huy#t 4p khéc. )

Liéu khdi d&u khuy&n cao la 5 mg/lan/ngay.

Bénh nhan cd hoat tinh hé renin-angictensin-aidosteron manh (dac hiét & Hénh
nhéan tang huyét ap do bénh Iy mach mau-than, thiu nudc va thiu mud, suy tim
m&t bl hodc t&ng huyét ap trdm trong) cé thé b ha huyst 4p qua milc sau khi
ding lidu khdi ddu. N&n ¢dng lidu khdi ddu 2,5 mg cho ddi tudng nay va vide khdi
@Ay Gidy tri cdn c6 sy theo d6i clla béc s§.

C6 thé tang lidu 1&n 10 mg/lan/gay sau 1 thang didu tri.

Ha huy&t ap cé thé xay ra sau liBu ddu tién, d&c bidt 1a  ngudi bénh dang diing
thude lgi ti€u. C&n than trong khi dung perindopri! & nhiing ngudi bénh nay do
nguy ¢o mat nude va mudl. N&u ¢ th8 nén ngung thudc Igi tidu 2 d&n 3 ngay
trudc khi bat d8u dang perindopril. O ngusi bénh tang huyét 4p khéng thé ngung
thude 197 tidu, nén bat ddu ding perindopril arginin vdi iBu 2,5 mg. Gén kiém tra
kall huyét thanh v& chifc niing than, Lifu tiép theo duge didu chinh dya vao dap
§ng cla ngudi bénh. Go thé 1igp tuc ding thuge 1gf tidu fai néu eén, ,

3 ngusi cao tdi, nen bét ddu v&i du 2,5 mg; sau 1 thang cé thé tang ligu ién
5-10 mg/ldn/ngay phy thude vao chic nang than (xem béng 1), néu cén.

Suy tim cf trigu ching

I} B&nh nhan suy tim c6 tidu chitng, perindopril arginin nén duge ding nhy mot
bign phap didu i hd trg cho thudc Igi tidu, hodic thudc chen béta.
Perindopri arginin nén dugc st dung vdi liéu kndi ¢du 2,5 mg/lAn/ngay vao budi
sdng dudi sy theo dbi clia bac s¥. Sau 2 tudn cb thé tang idu 16n 5 mgAan/ngay
néu ngudi bénh o6 thé dung nap dugce. Vise didu chinh lidu kigng phai duge dya
trén dap dng lam s&ng cla iing bérh nhan,

& ngudi suy tim ning hods ngudi ¢d Aguy ¢d cao (suy gam chic nang than, roi
loan dién gihi, dang dang thuéc Idi b8y hode thufc gian mach), phai theo dbi chit
ché khi khéi ¢du diéu tri bAng perindop!
& bénh nhan c6 nguy ¢o cao ha huyét ap (bénh nhan thisu mudi cé hay khang c6
ha natri mau, bénh nhan gidm thé tich tu&n hoan hoiic bénh nhan da dugc digu
trf tich ey bang thudc g 18w, cdc r8i loan nay phai dugc didu chinh trude khi
digu tri vdi perindopril. Nén theo dai chiic ndng than va kali huy&t trude va trong
suft thai gian diéu tr vdi perindopril.

Bgnh dgng mach vanh én dink

Lidu khéi d4u 1a 5 mg/dn/ngay trong 2 wén, sau 46 cd thé wang [&n 10 mgAdn/
ngay phy thudc vao chite ning than ndu ngudi bénh dung nap 61 v3i liéu 5 mg.
MNgudi cac twéi nén diing Béu 2,5 mg/ldn/ngay trong vong 1 tudn, tng liéu lén 5
mgfidn/ngay trong tudn §Ep theo trudc khi ting lidu 1&n 10 mgAdningay dua trén
chifc néing than (xem bang 1). Ch dudc ting liéu khi ngudi bénh dung nap 181 vai
u thdp hon trude do.

Sit dung thudc & céc déi tudng dic bigt

Negugi suy than

Ligu & ngudi suy than dugc didu chinh dya trén do thanh thai creatinin, duge trinh
bay & bang 1.

Bang 1: Bidu chinh lidu 3 bénh nh&n suy than

B6 thanh thdi creatinin
= 60 mi/phit
30-80 mifphiit
15-30 mi/phit
NULT banh thim phan mau*
< 15 mifphut 2.5 Mg vae ngay thdm phan
" B4 thanh thai thdm phdn ctia perindoprilat I3 70 mi/phur.

£

L.iéu khdi gdu
5 mgfngay
2,5 mg/ngay
2,5 mg méi 2 ngay

Ngudi bénh thim phan mau nén ufng thudc sau khi thdm phin.

Ngudi suy gan

Khing cin diéu chinh lidu & ngudi suy gan.

Tré em

An toan va hiéu qua cha perindopril chua dugce xac dinh & tré em dudi 18 tudl. Do
vay, khong khuyén céo dung perindopril & tré em.

Cach ditng

Thufe ding duding udng, ding 1 1&n frong ngay trude bita dn sdng. Nén udng
ciing thai diém giifa cdc ngay.

Vién PeriSaVi 5 khong phi hgp vdi lidu 2,5 mg/ldn.

Né&u quén udng thude, ufing lidu tigp theo nhu binh thudng. Khong duge udag gdp
d6i lidu dé bi Hdu da quén.

CHONG CHI BINH

- Quéa min véi perindopril, cac thudc Gc ché ACE khéac hodc bat ky thanh phan
nao clia thudc.

- Tién sii phit mach do ding thufic gc ché ACE.

- Phil mach di truyén hodc vé céin
- Phy nif 66 thai § thang cudi thai ky.

- Phéi hop v6i cde thude chira aliskiren 8 bénh nhan ddi thdo dudng hodc bénh
nhan suy than (GFR < 60 ml/phui/1,73 m2).

CANH BAO VA THAN TRONG KHI DUNG THUSC

Cdc trirdng hgp thin trong khi ding thudc

Banh aéng mach vanh én dinh )

Treng thang déu sl dung perindopril, ndu xut hign edn day thit nguc w:o:wvmz
dink thi cdn phél déanh gié Igi Ich/nguy od cla vige tigp tye didu U bang
perindop
Ha huy&t ép

Céc thudc Uc ché ACE o6 thé gay ha huy&t 4p. Ha huyst 4p hiém gép & bénh
nh&n tang huyét 4p khong o6 bién ching va c6 khuynh hudng dé xay ra hon néu
h&nh nhan bi giam thé tich tudn hoan (do thudc Igi tdu, ché do &n han ch& muéd,
th&m phan, Hiéu chdy hodic ndn mita hoéc 1ang huyét dp nghiém trong phy thude
renin). & bénh nhan suy tim, €6 hay khéng kém theo suy than, ha huyst ap cling
da duge ghi nhan, nhiéu kha ndng x&y ra hon § bénh nhan suy tim ndng, phan
anh qua viég ditng liéu cae thudc 1gi téu quai, ha nalri mé&u hodc ton thugng chic
néng than. O nhifng 5&nh nh&n cé nguy cd cac ha huyét ap, viec khdi dau disu
11t va 6y chinh B8y cin duge gidm sat chit ché. Car giam st chil ché & bénh
nhén ¢6 bénh tim thidu mau cuc b6 hodc bénh masch mau nao, vi ha huyél dp qua
mifc & nhiing b&nh nhan nay c6 thé dan 19i nhéi mdu cd tim hodie tai bign mach
mau néo.

N&u ha huyét &p xay ra, cin dit banh nhan & tu thé ndm ngiia va ¢6 thé truyén
finh mach dung dich nude mui sinh Iy néu cdn. Ha huyét ap thoang qua khong
phii 13 chéng chi dirh d8i vdi nhitng li8u tiép theo, cd thd s dung liéu tiép theo

nhu binh thuding néu huyét ap d& duge nang lén sau khi bl dich.

& mdt 8 bénh nhan suy tim cé huyét ap binh thudng hoac thap, huydt ap cé thé
ha thdp han niia khi ding perindopril. Tac dung nay da duge bigt trude va thudng
khéing phéila iy do d& ngung thuc. N&u ha huyét ap xay ra, ¢6 thé can phai giam
liéu hode ngung st dyng perindopril
Bénh nhan mac bénh co tim phi dadhep ddng mach chd va van hai 18

Gidng nhu ¢dc thude e ché ACE khac, nén than trong khi dling perindopril cho
b&nh nhan hegp van hai |4 va nghén dong mau ra khoi tAm that krai nhu hep déng
:._wn: chil hoac bénh ly co tim phi dai.

Tan thudng chifc nang than

s} bénh nhan suy than (do thanh théi creatinin < 62 ml/phat), Héu xhéi ddu
perindopril nén duge didu chinh theo 46 thanh thai creatinin clia bénh nhan (xem
Bang 1 lrong Lidy ding, Cdch ditng} va dap tng clia bénh nhén vdi it ligu, Theo
d&i kali huyét va crealinin thudng xuyén doi v&i cac bénh nhan nay.

& banh nhin suy tim, ha huyét ap sau khi ding thude dc ché ACE lidu diu b thé
1&m néing thém tinh trang n thuong chde nang than. Suy than c&p (thudng c6
thé hoi phuc) da dige bdo cdo trong truding hgp nay,

¢ mot 8 bénh nhan hep dong mach than 2 bén hodc 1 bén duge didu tri voi
thudc (o ché ACE, ¢6 sy gia tAng uré huyét va creatinin huy8t thanh, thuding sé
héi phye khi ngung didu trf. D18y nay déc bigt d& xAy ra & b&nh nhan suy than.
Tang huy&t 4p do bénh Iy mach mau than cling lam tang nguy ¢d ha huyst ap
nang va suy than. & nhitng banh nhan ndy, nén bit ddu didu ti & lidu thap dudi
syf giam sdt chit ch& vA diu chinh lidu ludng cdn thin, Vi thudc Igi 18y c6 the &
mot yéu 18 gop phén gay ra finh trang ndy nén :wﬂ:n diing thudc igi tidu va theo
dai chure ndng than trong nhitng tuén déu tién diéu trj val perindopril.

Mot s6 beénh nhén ting huyét 4p khdng ¢d bénh 1y mach mau thén rd rét trude 66
cling ¢6 hlén tugng ting uré huyét va crealinin huydt thanh (thudng 1a nhe va
thodng qua), d&c bigt khi perindopril dude dung ddng thai véi thudc Igi tidu, Pidu
nay thuéing xay ra hen d bénh nhan t8n thuong chic ning than trude do. C6 thé
cén giam lidu hesic ngung thuge Igi iéu hokic perindopri.

Ngugi bénh tham phan mau

Phan (ng dang phan vé da dugc bao cdo & ngudi bénh thdm phan bing mang
high-flux dang ding thudc Ge ¢hé ACE. Nén xem xét diing mang loc khac &
ahiing trudng hap nay hodc ding thuc chdng tang huyst &p khac.

Ghép than

Chua cé kinh nghiém sl dung perindopril & ngudi mdt ghép thén.

Qua man/phitt mach

Phi: mach & mét, tay chan, mbi, ludi, thanh man va/hodc thanh quén da dugc ghi
nhan it gép & bénh nhéan dude diéu trj vai thubc Uc ché ACE. Triéu chiing nay cé
thé xay ra tai bt ky thai diém nao trong khi didu td. Trong trudng hgp nay, cin
ngung n_pzm perindopril ngay lap tic va tién hanh digu tri, theo dbi thich hgp dé
dam bao réng céc triéu chdng duge gidi quyét hoan toan kude khi bénrh nhan
xudt vign. Ngay ca trong truding hdp sung phd chf khu tré & 1ui, khong gay say
hé hip, bénh nhan cdn dude tiép tuc theo dd! vi viéc didu tr bing thude khang
histamin va corticosteroid c6 thé khong hiéu qua.

Pha thanh guan ca thé gay 1 vong. Phi @ [d45i, thanh mén ho#c thanh qudn cé
thé gay tic ngh&n dudng hd hép, dic bigt & nhiing ngudi c6 tidn sli phau thuat
dudng ho hap. O nhitng truding hop nay, cén didu tr| ¢dp ciu ngay. Trudng hop
nay c6 thé sif dung adrenalin va duy tri théng theang dudng hd hap. Can theo doi
banh nhan cdn than cho dén kh u ching dutc giai quyét hoan toan va dn

i
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“dinh.

Khiing b&nh nhan ¢ B&n sd phd mach khéng do sU dung thudc dc ché ACE cd
thé cd nguy ed cao bj phit mach khi ding thude dc ché ACE.

Phis mach ruét di dudc bao cdo hi€m khi xay ra & ngudi bénh diéu trj bing thudc
iic ché ACE. Nhiing truéng hgp nay xudt hién tridu ching dau byung kém hay
khé&ng kém budn ndn, nén; trong mot s6 truéing hgp khéng gay td vong va chi sf
C-1 gsterase van binh thudng. Phii mach dude chan doan béng céac ki thuat nhu
chyp CT viing bung, siéu am, phau thuat va céc tridu ching s& ty khdi sau khi
ngung ding thudc Uc ché ACE. Phi mach rudt nén duge xem xét trang chén
dodn phén bigt dau bung d ngudi bénh dang dling thudc ¢ ché ACE.

Dung k&t hop véi cdc thude de ché mTOR (sirclimus, everolimus, temsirolim.
us)

Ngudi bgnh dang ding cac thude dc ché mTOR (slrolimus, everalimus, temsiroli-
mus) cé thé #ing nguy oo phit mach (sung dudng thd va ludi, ed hay khéng e6 suy
ho hap).

Phén Ung dang phan vé khi ly trich lipeprotein tj trong thap (LDL)

& vai trudng hap higm, banh nhan dang ding thude e ché AGE trang khi ly trich
lipopratain tf rong thap (LDL) biing dextran sulfat oo thé xay ra phan dng dang
phan vé de doa Jén tinh mang. Cac phan Ung nay khéng x3y ra khi tam thai
ngung giing thudic tic chd AGE trudc méi in ly trich.

Gidi m&n cam

Bénh rhan diing thube e ché ACE trong qud trinh didu tri giai min cdm (vidy
noc dée loal hymenoptera) da cé nhilng phan dng loai phdn v& kéo dai. Cing &
nhifng bénh nhan ndy, cdc phan ng nay di khang x&y ra khi tam ngung thude
tc ché ACE nhing d& xuét hign lai khi v& finh sif dyng thudc trd lai

Suy gan .

& mot vai truding hap réit hiém giip, thudc e ché ACE ¢4 thé lin quan dén hbi
chifng £6 khdi g8y & vang da (7 mat va tién trién thanh hoai 1 gan t5i cdp va dai
khi gay i vong. Cd ché cla hdi chiing nay chia dude biét rd. Nén ngung ding
thudc va theo dai néu xudt hign tridu chitng vang da hodc tang enzym gan 15 rét
khi diing perindopril.

Gidm bach cdu trung tinh/M4t bach ciu hat, gidm tidu ciu, thidu mdu

G bach cdu trung tnh/mat bach cdu hat, gidm tiu cdu va thidu mau da duge
ghi nhan & bénh nhan ding thude ¢ ché ACE. Higm khi xay ra gidm bach céu
frung tinh & bénh nhan cd chiic néng than binh thudng v khong cé bi€n ching.
Trigu chifng gidm bach cdu trung tinh va mat bach cdu hat e6 thé hdi phyc sau
khi ngung diing thuse ge ché ACE. Thén treng khi ding perindopril 8 bénh nhan
¢6 bénh Iy collagen mach mau, dang ding thudc tc ché mién dich, allopurinol
heac procainamid, dac hiét [a d bénh nhan ¢d suy gidm chic ning thén frude do,
¢6 thé gay nhiém triing ning khéng dap ing vdl didu trj khang sinh tich cye. Khi
¢ung perindopril 8 nhitng bénh nhin nay, phai theo dbi dinh ky s& lugng bach cdu
vé phii y8u cdu banh nhén théng bdo ngay néu cd bt ky ddu higu nhigm khudn
naoc (s8t, dau hong).

Ching téc

Thudc (fc ché AGE gay phi mach & ngudi da den vdi ti @ cao hdn § nguidi co mau
da khac. Cling nhy céc thudc Gc ché ACE khéc, PeriSaVi 5 oé thé it cé tic diing
ha huyét ap trén bénh nhan da den so véi cdc nhdm bénh nhén khac, c6 thé (4

do trang théi renin thap chigm ty 18 cao & nhém bénh nhén da den ting huyét ap.

Ho

Ho d4 dugc ghi nhan khi st dung thudc e ché ACE, Pién hinh |& ho khan, dai
ding va t hét khi ngung thudc. Ho do thudc ic ché ACE phai dige xem xét khi
ch&n doan phan biét nguyén nhén gay ho.

Phiu thugt/gdy mé

¢ banh nhan dai phiu hoéc trong khi gy mé bdng céc thufie lam ha huyét ap,
PeriSaVi 5 cé thé Uc ché sy tao thanh angiotensin Il thir phat do phéng thich renin
bu trir. N&n ngung thudc de chd ACE 1 ngay tudc khi phau thuat. N&u ha huyét
&p x&y ra do cg ché nay thl c6 thé diu chinh béng cach bd sung thé tich tudn
hoan.

Tang kadi mau

Pa ghi nhan sy ting néng do Kali trong huyét thanh & bénh nhan didu bty bang
thudc e chd ACE, bao gém perindopril. Bérh nhan cé nguy od ting kali mau
gdm ngudi suy gidm chifc niing than, rén 70 tudi, dai thdo dudng, mat nude, suy
tim mat ba, nhiém acid chuyén hda, hoiic ding thudic ki iéu gil kali (spironolac-
ton, eplerenan, triamteren, amforid), cac chat bd sung kali hoic cac chal thay thé
mudi chifa kali hodic cac bénh nhan dang ding cdc thudc co thé lam tang ndng
Ao kali huyé&1t thanh (heparin).

Viéc st dung cac ché phdm o6 sung kali, cac chdt thay thé mudi chia kati & ngu
suy than co6 thé din dén tang kali mau nghiém trong. Tang kali méau cé thé gay
loan nhip va 10 vong. Néu thdy ring cdn thit ding déng thdi vdi cac thude n
trén, nén theo ddi thudng xuyén ndng do kali huyst thanh.

Bénh nhan dai thao dudng

Bénh nhan ddi thdo dudng dang dang thude dal thao duding dudng udng hoac
insulin nén kidm soat chil ché mdc dudng huyé&t frong thang dau diéu b bang
thudc c ché AGE. .

Lithi

Khéng khuygn cdo k8t hap lithi voi PeriSavi 5.

Ut ché kép hé renin-angiotensin-aldosteron (RAA} v&l edc thufc chda
aliskiren

Cé béng chilng cho thdy viéc k&t hgp thudc iic ch& ACE, thudc ddi khang thu thé

e,




angiatensin 1l hodic afiskiren o6 thé lam tang nguy co ha huyét 4p, ting kail huyét
va gizm chic ning than. Vi vAy, khbng khuyén céo két hop cde thude cling tac
déng IEn hé RAA nhu thudc te ché ACE, thudc dgi khdng thy thé angiotensin il
va aliskiren. Tuy nhién, néu bét budc phai sif dung két hgp nay thi can theo ddi
ngudi bénh chat chd v& thuding xuyén danh gia chdc ning thén, dign gidi va
huydt &p cha ngudi bénh. Khéng nén két hop thudc dc ché ACE va thudc ddi
khdng thy thé angiotensin |l § ngudi méc bénh than do dai thdo dudng.

Ta dugc

Do o6 sy hign dign cila lactose, ngudi bénh o6 cdc van dé di tuydn hiém gap vé
dung nap galactose, kém hép ihu glucose-galactose hodc thiéu hyt enzym Lapp
laciase khéng nén ding PeriSaVi 5.

st DYNG THUGS CHO PHY NI €O THAI VA CHO CON BU

Phu nif co that

Khéng nén diing perindopsil trang ba thang déu thai k. Ching chi dinh perindopri
frong ba thang gitta va cudi thai ki

BANg chang dieh 18 hoe lién guan dén nguy oo gay quél thai sau khi 6dp xic vai
ihudc (e ché ACE trong ba thang ddu thai ky chua dugc két ludn, tuy nhién vin
©6 Nguy c¢ nhé. Ngudi bénh cé ké hoach ¢ thal nén dudc chuyén sang didu td
béing thudc khidc an toan han trif khi phii bt bude ding thuéc de chd ACE, Khi
phat hién c6 thai, phai ngung thudc tic ché ACE ngay lap tc va cd thé thay biing
thudc khdg.

Diing thude tic ché ACE trong 3 thang gilta va cudi thai ky gay dac trén bao thai
ngudr (giam chlc nang than, thigu 61, cham bt héa xudng sg) va ddce tinh rén tré
st sinh (suy than, ha huyél ap, tang kali huy&t). Néu xay ra truding hop ding
perindopril trong 3 théng gita cda thai ky, nén siéu &m kiém tra chifc nang thén
va hdp so cila thal nhi. Tré s sinh ¢6 me ding perindopril phai duge theo doi chét
ché& d3 phang ha huyét 4p.

Phy nif cho con ba

Do chifa co théng tin vé vige sif dung perindoptil & phy nii cho con bii, nén khing
khuy&n cdo diing perindopril cho phu nif dang cho con bi va nén sif dyng cac
thude khac an toan han, dic biéi la d6i vdi ré so sinh hodc tré sinh non.

ANH HUONG CHA THUOC LEN KHA NANG LA XE, VAN HANH MAY MOC
Perindopril khong &nh hudng tnjc e 8n khd ndng 14 xe va s dyng mdy méc,
Tuy nhign thudc co thé gay ha huyét &p din 4én chodng véng va y&u d mét sg
nGLBI, dc bigt 1 khi bt ddu didu tr] hodic k&t hap vai cée thudc chdng tang huy&t
&p khéc. Do dé cén than trong ki ldi xe va van hanh may méc néu gap phai céc
tac dung nay.

TUGNG TAC, TUONG KY COA THUGC

Tugng tic eda thudc

Cac thit nghiém lam sang cho thdy vic két hgp thudc Uc ché ACE, thubc dbi
khang thy thé angiotensin Il hodc aliskiren ¢6 thé lam ting nguy ed ha huyét ap,
tang kali huy&1 va gidm chifc nang than.

Thubc 13m t&ng kali mau

M5t 56 thudc ¢b thé 1am ting finh frang ting kall mau: aliskiren, mudi ka, thude
Igi tiBu tigt kigm kali, thufc dc ché ACE, thubc déi khdng thy thé angiotensin
NSAID (non-steroidal anti-inflammatary drug), heparin, c&c chét dc ché mign dich
nhtt ciclosporin hodc tacralimus, trimethoprim. K&t hop perindopril vdi céc thude
n&y lam ting nguy ¢d tang kali mau.

K&t hodp bi chéng chi dinh

Allsk

n
ngudi dal thao dudng hodc suy thén, nguy cd tang kail huyét, suy giam chiic
nang than va ty 1& mac bénh tim mach va tll vong tang 1&n.
& oy duge khuyén cao séi dun

Aliskiren
Lam tang nguy co ting kali huy&t, suy gidm chiic ndng than va 1 14 mic bénk tim
mach va t& vong ngay c& 3 nhiing ngudi bénh khong bi déi thio dudng va suy

DA o bao cao ngudi bénh xd vifa déng mach, déi thae dudng ¢6 160 thudng cd
quan dich, khi ding k&t hdp thudc (o ché ACE v& thudc chen thy thé angiotensin
58 géy ting miic db thuding xuyén xéy ra ha huyét dp, ngét, tang kai mau va lém
giam chite ndng than (bao gdm ca suy than cdp) 6 vdai khi chl ding mat chét o
ché ha RAA. N8u b4t budc phét ding k&t hdp nay thi phéi theo di chit ché chie
nng thgn, kafi mau va huyét ap.
Estramutin
Nguy cd tang tdc dyng khng mong mudn nhu phi mach.
Racecadotril
T&ng nguy ¢d xay ra phit mach.
Cac thudg (f¢ ché mTOR (sirolimus
Tang nguy cdf xay ra phi mach.

Gc gi tidy tist kiem kali (triamtere;

vdi suy thén.
Khéng khuyén cée k&t hop perindopril vdi cde thude trén, NEu bét budc phai sif
dyng nhing k&t hap nay phai than trong khi ding va kiém tra kali huyét thanh
thudng xuyén.

Lithi

Téng néng do va dée tinh cla (hdi phue duge) di dugo bao cao kni dung két
hgp thudc (o chE AGE vdi lithi. Khéng khuyén cao két hap perindopril vdi iithi
nhung néu bat bute phai sd dyng k&t hop nay thi ¢in phai theo ddi ndng &0 Hithi
thudng xuyén.

.

CickSth

a

iyu y dic bigt

Céc nghign cdu dich t& hee che thily ding déng thdi thudc de ché ACE va thude
tr dai thao dudng (insulin, thufc ha dudng huyét dang udng) ¢6 thé lam iing tac
dang ha duding huy&t va gay nguy od tut dudng huyét. Ha dudng huy&t o6 the xéy
ra nhigu hon trong nhiing tudn didu tr ddu tién va d bénh nhan suy than.
Baciofen

Tang tac dung chong fang huyét ap. Theo ddi huyét &p va didu chinh iiéu cha
thudc chdng tang huy&t 4p néu cdn.

Thudc igdi i i i
Ngudz banh dang diing thudc Igi tiéu, didc bigt 13 ngui bi mat nudc va mat mudi,
©6 thé xusdt hisn ha huyét ap khi ding thudc de ché ACE. Kha nang bj ha huyét
4p vdi perindopril 66 thé dugc giam 163 thigu biing céch ngung thude |
khi bat ddu didu trf véi perindoprii.

Trong tang huyét ap dong mach, khi thudc lgi t8u dang ding o6 thé gay mét nude
hoac mat mudi thi phai ngung thudc igi tidu trude khi bat dau ding thudc Gc ché
AGE v ¢ thé sif dung lai sau dé hoiic phéi gigm liéu thudc de ché ACE va ting
lidu 1 tii.

Trong suy tim sung huy&t cé ditng thude i ti€u, thudc dc ché ACE nér duge bit
&y bang lidu thap, cd thé diing sau khi d3 gidm Hiéu thudc Idi tidu.

Trong tét c& cac truding hgp, chifc nang than phai dugc ki€m tra trong sudt tudn
gAu tién dung thudic e ché ACE.

Thusc \di tiéu tist kiam kali (eplerenon, spir n
Vi mumm_.mno: nodc spironolacton 8 lidue 12,5-50 mg/ngay va thudc dc ché AGE
ligu thép:

Trong digu trj suy tim a8 |-V {theo NYHA) véi phan sudl 16ng mAd < 40%, ¢6 didu
{ bing thudc i ché AGE va thufc 1gi tigu quai, xudl hién nguy co ting kali mau
(co thé gay tif vong}, d&c bigt la cdc trudng hap khéng tuan thd theo cac khuyén
cao clia két hdp nay.

Kigm tra va theo ddi kali mau, chifc niing thén {creatinin mau) trude khi didu i,
méi tudn trong thang ddu diéu tri va sau 6 mél thang.

Thud gng viem khong starol 1D} k& cA acid acetyisalicylic
Si1 dung NSAID ¢ thé Iam gidm tac 49ng ching tang huyét ap clia thudc de ché
AGE. Khi diing chung NSAID va thudce e ché ACE c6 thé 1am ting nguy cd suy
giam chifc niing thar bac gém suy than cdp, tang kali méu, dac bigt 1a d ngudi cé
chifc nang than kém. Than treng khi diing k&t hgp nay, dac bigt 1 d ngudi cac
tuBi. Bénh nhan nén dudc cung cip Al nude va theo déi chuc ning thin khi bat
dédu digu trj va dinh ky sau dé.

dc két hop can huu

2

Kni ph8i hgp vdi cdc thube nay c6 th3 1Am t&ng tac dung ha huyét 4p cla
perindopril. K&t hgp nitraglycerin, cac nitrat hodc cde thude gian mach khac cé
thé 1a p ndng thém.
Céc tin, saxagliptin, sitagliptin, vil ipti

Gay ting nguy cd phi mach & ngudi b&nh dang dung thudc e ché AGE de gliptin
iic chd hoat déng clha enzym dipeptidyi peptidase [V,

hufic chéing trdm cam 3 v chiing loan thin/Thudc

Khi diing chung thudc gay mé, thudic chong rdm cm 3 vong va thudc chéng ioan
thédn vdi thudc Uc ché ACE c6 thé dé&n dén gidm huyét 4p hon nia.

Thudc cudng giao c;

Thubc ciiing giac cAm c6 thé lam gidm téc ddng didu tri ting huyét ap cha thudc
lic ché AGE.

Vang

Bhéan ng nitritoid (trigu ching cla sy gian mach, bao gém: db bifng, buén nén,
chéng méat va ha huydt ap) sau ¥hi sO dung vang dudi dang tiém (natr
aurothiomalat) da dugc ghi nhan thudng xuyén xay ra & nhiing bénh nhan digu trj
b&ng thufic e ché ACE.

Tuicng ky cha thudc

Do khéing co cac nghién clu vé tinh tuong ky clia thudc, khong trén 1an thubc nay
v6i cac thude khic.

TAC DUNG KHONG MONG MUON CUA THUGC (ADR)

Tom tat cac ADR

Thudng gap, 1/100 s ADR < 1/1G

- Hé thdn kinh: Chodng vang, nhic d&u, chéng mat, di cam.

- Mat: Rai loan 1hi giae.

- Tai va tien dinh: U tai.

- Tim mash: Ha huyét ap.

- Hé hdp: Ho, khé thd.

- Tidu hda: Dau byng, 140 bon, tiéu chdy, buén non, ndn, 18 loan vi gidc, kho tigu.
- Da: Ngiia, phat ban.

- Cd, xuong v& mé lign k&t Co thit ca.

- Khégc: Suy nhige.

It gép, 1/1.000 < ADA < 1/100 .

« Mau va hé bach huyét: Tang bach cdu ua acid.

- Chuyén hoa va dinh dudng: Ha dudng huyét, tang kall méu, ha nati mdu.

- Tam than: Réi loan tam trang, rdi logn gidc ngd.

- #1g than kinh: Budn ngl, ngét.

- Tim mach: Banh krdng ngyc, nhip tim nhanh, viém mach.

- H& hidp: Co thit phé quén.

- Tidu héa: Khé miéng.

- Da: N8i mé day, phil mach & mal, che chi, m&i, mang nhdy, Ui, thanh mén,
thanh quan, nhay c&m véi anh sang, banh da pemphigoid, dd mé hai.

- Co xudng va ma lién két Dau co, dau khdp.

- Than va 1igt niéu: Suy gidm chi’c nang than.

- Ha sinh 5a4n va tuyén va: Adi loan cuong duang.

- Khac: £au ngye, mét méi, phi ngoai bign, 881, 16 nga.

- Xgtnghidm: Téng uré huyét, #ing creatinin huyét thanh.

Hiém gép, 1/10.000 < ADR < 1/1.000

- Da; Bénh vdy nén tién trién,

- Xét nghigm: Téng bilirubin huyst, ting enzym gan.

R4t hiém gap, ADR < 1/10.000

- Mau v& hé bach huyft Mat bach cdu hat, gidm huy&t cdu toan thé, gidm
hemoglobin va dung tich may, gidm bach cdu, thifu mau tan huyé§t d ngudi thigu
hyt enzym GEPD, giam tidu cdu.

- H& than kink: Lan lon.

- Tim mach: Bau thit ngye, toan nhip tim, nhéi mau ca tim, ha huyst 4p qué mifc
& ngudi o6 nguy co can, 4ot quy do ha huy&t ap qud mdc & ngudi cé nguy cd cao.
- H& hap: Viém miii, viém phéi tiing bach cdu ua acid.

- Tidu hoa: Viém tuy.

- Gan mat: Viém gan hiy té bao hoiic viém gan ¢ mat.

- Da: Héng ban da dang.

- Than va tiét nidu: Suy than cép.

QUA LIEU VA CACH X0 TRi

Triéu chifng

D gy vé qua Héu & ngudi con han ché. Bidu hién qua liéu thusc e ch€ ACE cb
thé {2 ha huyé&t 4p, sdc tudn hodn, ri loan dign gidi, suy than, ting thang khi, nhip
tim nhanh, danh tréng nguc, nhip tim cham, choang vang, lo 1ng va ho.

Caeh xir Ir

Céch didu tri khuyén cdo [& truyén tinh mach dung dich natri clorid 9 mg/ml
{0,9%}, N&u xay ra ha huy&t ap ning, nén dét ngudi bénh & W thé nim nglra. Can
nhic sif dyng angiotensin il va/hodc catecholamin tiém tinh mach. Perindopril ¢
thé dugc loal ra kbdi hé tu&n hoan bing phudng phap thdm phan mau. D&t méy
tao nhip dudc chi dinh trong tink trang cham nhip tim khang tri Cén theo ddi
thudng xuy&n céc dau higu sinh tdn, ndng do chit dién gidi, creatinin huyét thanh.
DUGC LUT HOC

Nhém duge If: Thue e ché enzym chuyén angiotensir.

Ma ATC: CORAAQ4

Datge Iy va cd ché tic déng

Nhém thude: Thude e chd enzym chuyén angiotensin.

Perindopril 1 thude dc ch& enzym chuyén angictensin | thanh angiotensin 1.
Enzym chuyén, hay kinase, I2 mot exopeptidase cho phép chuyén angiotensin
thanh angiotensin i c6 tic dung gay co mach, va 1am thoal gidng chét gian mach
brady: thanh mot heptapeptid khong hoat tinh. Uc ché enzym chuyén
angiotensin {ACE: Angictensin Converling Enzyme) lam gidm néng dé angioten-
sin Il trong huy®t tudng din dén tang hoal dong ¢ha hé renin (bdng cdch dc chE
phéan hi am ciia hoat dong phong thich renin) va gidm %8t aldosteren. Vi AGE
khiing hoat héa bradykinin nén chat dc ché ACE gay tang hoat dong clla hé tudn
hoan va hé kallikrein-kinin cuc bé (va do dd cling hoat hba hé prostaglandin).
Bay cé thé 13 cd ch# hoat déng cia tc dung ha huyét 4p d8i v6i chét de chéd ACE
v ciing 14 mdt phdn nguyan nhan gay ra mot 4 tac dung khéng mong muén (v
dy: ho), Téc dung clia perindopril [& nhé ch&t chuyén hda ¢6 heat tinh perindopri-
iat. Gdc chét chuyén héa khéc khong cho thdy tdc dung e ché ACE in vitro.
pUgc PONG HOC

HEp thu

Sau khi uéng, perindogril hdp thu nhanh chong, dat ndng 8¢ dinh trong vbng 1
gidi. Thai gian ban thai hay£t tueng cla perindepril kno&ng ¥ gid.

Peringopril 1 tidn chidl. KhoAng 27% liéu perindepril i vao mau dudi dang chét
chuy€r hda cé hoat tinh perindoprilat. 5 chat chuyén héa khac cla perindopril
4héing o6 hoat tinh. Perindoprilat dat néng d¢ dinh trong huyé! tudng trong vong
3-4 gid.

Thilc &n tam gidm chuyén thanh perindaprilat, dan dén lam gidm sinh khé dyng
cla thube. Do vay, nén udng thude trude blla &n sang.
ALIG (Area under the curve} cla perindopril tuyén tinh vé:
Phin bS

Thé tich phan bd chia perindoprilat xdp xi 0,2 I/kg. Khodng 20% perindoprilat g&n
vdi protein huy@t tugng, chi yéu wdi ACE, nhung phy thube vae ndng dg.

Thai triy

Peringoprilat thai trir qua nudc téu va thai gian ban thai clia perindopril khong
gén protein khodng 17 gid. Thai gian dat néng 48 &r dinh khodng 4 ngay.

Cédc ddi tugng dic bigt

& ngudi cao tudi, ngudi suy tim hodc suy than, thai trr perindaprilat gidm. Can
phéi didu chinh lidu & ngudi suy than dya vao mic dd suy than (59 thanh théi
creatinin).

B6 thanh thai thdm phan cda perindoprilat 1a 70 miphat.

Duge ddng hoe efla perindopril c6 su thay ddi & ngudi xg gan: do thanh thai gan
efia perindopri gidm 1 nira. Tuy nhién, lugng perindoprilat khéng gidm, do dé
khing nhat thidt phai didu chinh lidu.

Quy cACH PONG GOI

Hop 3 vix 10 vién

piEU KIEN BAO GUAN

Noi khé, nhigt do khdng qua 30°C. Tranh dnhk sang.

HAM DONG

36 thang ké tir ngay sin xudtl.

TIEU CHUAN CHAT LUGNG

Tiéu chuén nha sAn xuat.

€O 50 SAN XUAT

u dang.

TRACH NHIEM TRON VEN
CONG TY CO PHAN DUGC PHAM SAVI
{ SaWipharm J.5.C)
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