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Hugtg diin sir dung thude

"X yién nén bao phim APIPERIN Ex 2,5/ 0,625

“Bpc ki haedng din si dung triede ki diog”

“Pé xr tém tay ivd ent”

“Thudc wiy ehi ding theo don thudc"

THANH PHAN CONG THUC THUOC

M&i vién nén hao phim chia:

- Thinh phin duoe chit:
Perindopril BRI, coemmss e memoeees s R Y S AR A A A et v met iy T
TOUABPAINNIAR ... . o iosmmrirmsnnsnmrmsssismssne b e sy s o AR e i3 g s 0,625 mg

- Thanh phin 4 duoe:

Maltodextrin, lactose monohydrate, sodium starch glycolate, colloidal silicon dioxyde,
magnesium stearate, hypromellose 2910, polyethylene glycal 6000, glycerin, litanium

dioxide,
DANG BAO CHE
- Vién nén bao phim.
- Vién nén tron, bao phim miu trfing dén tréing nga, hai mét trom.
CHI BJNH
Thude APIPERIN Ex 2,5/ 0,625 duge chi dinh trong diéu trj ting huyét dp & ngudi 1ém,
CACH DUNG, LIEU DUNG
% Chch ding:
- Thude dimg bing dutmg udng,
- Nén udng mdt lidu duy nhit vio bubi sang, uong trude bita dn,
% Litu dimg: Theo huong din cia bic 57,

Lidu thudng dimg: Udng 1 vién x | lin / nghy. Trong tredmg hop huyét ap khang kidm sodt
duroe sau 1 théng didu tri, ¢ thé tng gip d6i ldu dimg,

s Nham dii tuone dic bigt
Newedi coa £ i

- Vide didu tr nén duoe bit ddu vai liéu thwdmg dimg 14 | vién mdi ngiy.
Bénh nhin suy tlegn:

- Chong chi dinh ding thuée trén bénh nhin suy thin ning (46 thanh thai creatinin < 30 ml/
phit).

- ) bénh nhin suy thin trung binh (49 thanh thai creatinin tiv 30 — 60 mb/ phit), lidw i da
nén la 1 vién mol ngdy.

- €3 bénh nhiin cé dy thanh thai creatinin = 60 ml/ phit, khng chn higu chinh liéu.

- Uit két hep vide thi khim thudmg xuyén vi kidgm sodt dinh ki ndng @5 creatinin va kali.
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Bénh nliin suy gan:

- Chéng chi dinh ding thude & bénh nhin suy gan ning. Khing ein higu chinh ligu & bénh
nhiin suy pan trung bloh.

Tré ent vi £rd vi thanh nién:

B an toan va higu qua eia APIPERIN Ex 2.5/ 0,625 trén tré em vé tré vi thanh nién ‘I-’ﬁ'rll
chua duge thiét 1ip, Khing nén sir dyng APIPERIN Ex 2.5/ 0,625 cho tré em vi iré vi
thénh nién.

Néu quén ning mgt liéu thude, npuii bénh wing ngay khi nhi. Tuy nhign, néu g.ﬁn thiri
gian ubng liu tiép theo thi ba qua lidu d3 quén, Khong ubng gdp doi fidu dé b licu da
quén.

Tham khdo ¥ kién bdc s7 trudre kit sic dung ihudic.
Khong ¢f véu cdu dic bidi vé i I thude sau ki sir dyng.
CHONG CHI DJNH

Lién quan dén perindopril:

- Qua min voi perindopril hay voi bt ky thubic ire ché enzym chuyén ndo khic,

- Cé tidn sir bi phil mach (phi Quincke) khi ding thufic e ché enzym chuyén trude do.
Phi mach do di truyén hode i phat.

- Phu nft ¢d thai trén 3 thing.

- Sir dyng déng thivi voi cic sin phim chita aliskiren trén bénh nhin ddi thao duimg hode
suy thin (dd loc ciu thin GFR < 60 ml/ phit/ 1,73 m*).

- Sir dung déng thir v lgu phap saeubitrl! valsartan, Bidu tj véi perindopril nén duge bat
dfiu sau it nhit 36 gio ké 10 lidu eudi ¢ling cia sacubiteil! valsartan,

Cée didu tri ngodi co thé din dén vide mau tilp xic vai cac bé mat tich dién dm.
Hep déng mach thin hai bén haéic hep déng mach déng ké din dén con chire nang thin mit
bén,
Lién quan den indapamide:

- Qui min vdi indapamide hode bit cir sulfonamide nao khic,

= Buy thin nding (dd thanh thai creatinin < 30 ml/ phit).

- Bénh nae par.

- Suy pan ning.

- Ha lali huyét,
Lifn quan téi APIPERIN Ex 2.5/ 1L,625:

= Qud min v Lt ky thiinh phﬁn nio ¢ia thude.

- Do chim oo da i lidu Kim séng, khing nén diing thube cho cdc 481 twong sau:

Bénh nhin thim tch mdw

Bénh nhan suy tim mat b chua duge digu i,
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CANH BAO VA THAN TRONG KI DUNG THUOC
Thin trong dic bigt:
Thin trong ¢hung cho ca perindopril va indapamide;

- P v dang két hop cb dinh lidu thip APIPERIN Ex 2,5/ 0,625, khing thiy co sy giam
dang ké céc phan (mg o6 hai so voi lidu khuyén cdo o  nhAt cho mai thinh phin, ngogi
irir ha kali huyét, Khing thé loai trir si gia ting tan suit eac phan (mg do dic tinh thuoe
nén bénh nhin dimg déng théd hai thude chiing tang huyét dp mdi, Dé giam thicu nguy co
ndy, bénh nhin nén duge theo dii thin trong,

- Lithinne: Khing khuyén cho sit dung két hop gita lithium véi phdi hop perindopril v
indapamide,

Lign guan & perndopril:

- Phong ioa kép h¢ renin — anglotensin — aldosterong (RAAS):

P e dit ligu cho thily =i dyng ding thiri cie thude Ge che enEym chuvén, thule (o ché
thu thé angiotensin 11 hafc aliskiten lim tng nguy co ha buyet dp, ting kali huyét va suy
giam chire nang thin (bao gdm suy thin cip). Do 45, phong wa kép RAAS thing qua vide
st dyng két hop cde thube e ché enzyme chuyén, thube e chi thy thé angiotensin 11 hodc
aliskiren khong duge khuyen ciao,

Néu sy két hop duge xem 1d hodn todn cin thiél, chi nén ding duwdi sy gidm sit cia bée si
chuvén khoa vi cin duge theo d6i chit ché thudng xuyén chire nfing thin, dién gidi va
huyé[ dp

Thube e ché enzvm chuyén vi thube ie ché thy theé angiotensin 11 khing nén dwype sit
dung dbng thisi & bénh nhin cd bénb thin do d&i thio dudng.

- Ciic thuie giii kali, bi sung kall hofc edc chit thay thé mudi ed chin kali:

Khing khuyén cdo sir dyng dong thil perindopril véi cac thudc gilt kali, bd sung kali hoge
chc chit thay thé mudi o chim kali,

Crigiene bgch citn frung tiaky gide back cili fgts gid tidu cdu/ thidu miu:

B b bdo cfio vé tinh trang gidm bach cdu trang tinh/ giam bach ciu hat, gidm titu chiu va
thitu méu khi sir dung cée thude (e chié enzym chuyén, Gidm bach ciu trung tinh rét hiém
xdy ta & che bénh nhin cd chi ning thin binh thudng va khing co céc yéu th nguy co
khic.

Ciin thiin trong khi sit dung perindopril trén bénh nhén méac bénh Iy mach mdu collagen,
dang diéu trj bang thudc e ché midn dich, allopurinol hode procainamide hojc sir dyng két
herp nhitng yéu t6 nay, dic bigt 1}5:11 tnirde 34 bénh nhin di co chire niing thin bj suy gidm,
Mt 55 bénh nhéin ndy di ¢o Gén trén thinh nhiém ring ning ma trong mit vai trdg
hop khiing ddp tmg véi liéu phap khing sinh manh. Néu perindopril duge sir dyng & céc
bénl nhin nay, can theo dai dinh k cong thire méiun (b lwgng bach cdu) va bénh nhin ciin
duge hrimg din bio cdo kit ki diu hidu ndo cia tinh trang nhiém tring (vi dy dan hong,
s},

- Ting .lm_p@.r dp dler frgp djng ek thin:

Co khd niing ting nguy oo ha Imyéj ip vi suy thiin khi bénh nhin bj hep ding mach thin
hai bén hofie hep ddng much (hiin din dén con chire nang thin mot hén dirge ditu tr véi (e
ché enzyme chuyén,
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Piéu trj hng cde thube loi tién ed thé 14 yeu b dong gdp. Suy chire nang thin thim chi cd
thé xuft hign chi vé&i thay ddi nhe creatinine huyét thanh trén bénh nhin hep déng mach
thin mot bén.

Cuidi amviins pleie mapch:

Phi mit, che chi, mdi, I, thanh mén vi/ hodc thanh quan di duge bie cho hidm gip &
cac bénh nhidn dugc didu tr v cic thubic (e ché enzym chuyén, bao gdm perindopril.
Tinh trang niy ed thé xay ra & bl et hoi diém ndo trong qué trinh diéu fri. Troog truimg
horp dd, ::j?ln ngimg sir dung perindopril ngay va thids Lip che di kiém sodt phit hgp nham
dam bao ngin ngim nhing tridu chimg nay tude khi logi trir hodn todn ra khoi binh nhin.
Néy hign tuomg sung thy chi gigi han teén ving mt vi méi, finh trang niy ndi chung duge
giai quyét ma khéng edn didu g, miec di thucc khing histamine rat higu qui trong vigc
didu tri triéu chimg,

Tinh trang phit mach kém phit thanh quén c6 thé din téi o vong, Truémg hep phi ufs,
thanh min hofic thanh quin co thé s& pdy ra tic nghén dwimg the, khi do uﬂn_ﬁé‘n hinh
tigm dudl da dung dich adrenaline 1/1000 {0,3 ml t6i 0,5 ml) v&/ hode xir 1y d& dam bao
gidi phang dudmg thiv ctia bénh nhén.

Bénk nhin da den sir dung thufie e ché enzym chuyén co 1 1§ phu mach cao hom so véi
nhém bénh nhiin kkhae.

Bénh nhén cé tién sk phi mach khing lién quan ti thudc e ché enzym chuyén co the gia
tang nguy co phi mach khi sir dung cée thude nhém niy.

Tinh trang phit mach hé 6y hoa & duge béo cdo hidm gip & bénh nhin diéu o bing
thude ire ché enzym chuyén, Nhimg bénh nhn sy cd bidu hién dau bung (e6 hoje khong
i budn ndn hodic ndn); mong mdl 36 trudmg hep khing eb hidu hién pli mit bao tride v
néng 86 C-1 esterase & mie binh thudmg,

Phil mach duge chin dodn bing quy trinh bao gom ehup CT byng hode siéu dm hofic khi
phiin thudt vi cde wiga chimg dwge cdi thién sau khi ngimg ding thudc 1re ché enzvim
chuyén, Phit mpch hé tiéu héa nén dige st dyng lam diu higu d¢ ehin dodn phin bét bénh
phiin sty dyng thube de ehé enzym chuyén ed bigu hién dau bung,

Phéi hop perindopril v sacubitril! valsaitan duge chong chi dinh do lAm ting nguy cu
phit mach, Sacubiteil! valzartan chi duye béit dilu sir dung sau 36 gids ké tir khi k&t thae lidu
cudi cling ety perindopril. Néu dimg didu trj bang sacubitril/ valsartan, liéu phip
perindopril chi duoe héit diu sau 36 gid ké tir lidu eudi oing eta sacubitril/ valsarian.

Sir dung dong thei thude e ché enzym chuyén v thude e ché NEP (vi du racecadatril),
thudie (e ché mTOR (vi dy sirolimus, everolimus, temsirolimus) va cde gliptin (vi duy
linagliptin, suxagliptin, sitagliptin, vildagliptin} co thé ting nguy co phd mgch (vi dy sung
vy dudmg thér hode ludi, e hode khéng cb suy hd hip), C%u thdin trong khi bat diu didu
vii racecadotril, thuie o ché mTOR (vi dy sirolimus, everolimus, temsimolimus} va céc
gliptin (vi dy linagliptin, saxagliptin, sitagliptin, vildagliptin} @ bénh nhin dang s dung
thudic ire ché enzym chuyén.

Sive phidn v trong gud trinh giai nin cdm:

Mot st o chn don I& vé bénh nhin bj s phan v& duy tri, de doa tinh mang khi ding
thude (e ché enzym chuyén trong qué trinh gidi min cdm nge die cia cde lodi cdnh mang
(ong, cin tring). Cae thude o ché enzym chuyén nén duge ding thin trgng & cic binh
nhin di dng duge glai man cam va trinh ding cho cde bénh nhin dang s dyng lign phdp
mién dich dé giai noc doc.
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Tuy nhién, nhiing phin (g niy eé thi duge ngan chin béng cach ngung s dung tam théri
1|'I'I.|l§H.'. e ché enzym n.:hu}'fi!n it nhit 24 gids trude khi diéu tr teén bénh nhin can két hop ca
thude tre ché enzym chuyén vi gidi min cam,

Sac phdn vé trong qud trinh lpe logi ipaprotein 6 trong l'.":ﬁp (LDL);

Hidm giip trémig hop sbe phin vé de doa dén tinh mang < cde bénh nhin s dyng thude (e
ché enzyim chuyén trong qué trink loe logi bd LDL bing dextran sulfate. Cde phan fmg niy

o thé due phéng trinh hiing cach ngung siv dung tam théi thudie (e ché enzym l:huyrf*n
tewdie mdi Lin loe logi.

Béndy nhiin thdon tdch odu;

She phin vé di duge bio cdo & cac bénh nhdn thim tich miu bing ming loc toc dj cao (vi
dy ANGI*) va diéu tri dbng thiri véi thude (e ché enzym chuyén. O cic bgnh nhin niy nén
cén nhiic it dung lonl mang thim tich khic hojic sic dung nhom thute chiing ting huyét ap
khic.

Titng aldosteron pguyén phii:

Ciéic bénh nhiin bj bénh ting aldosteron nguyen phat khong dap {mg v cée thube fuhfm.g.
ting huyet ap thing gua e ché hé renin — angiotensin. Do dis, vige su dung thudc ndy
khing duge khuyén cdo eén cie bénh nhin niy.

Pl afi cd thai:

Khiing nén ding thude e ché enzym chuydn trong thoi gian mang thai. Trir khi vige tidp
tpe sir dyng thudc ire ché enzym c_huyéu [ ean thiét, phy nit b ké hoach mang thai nén
thay d6i liéu phap dicu ] dng huyeét ap vai thude di durge chimg minh an toan khi sif dung
rén phy nit eé thai. Khi dwoe chan dodn [ ¢6 thai, viée diéu trj bing thuie fic ché enzym
chuvén nén dugre npimg ngay va bal diu lidu phip dicu trj thay the neu cd the.

Lién quan &1 indapamics

Bl nio gan:

Kl chire niing gan bi suy giam, cic thube lgi tiéu nhom thiazide vi thube lgi tiéu lién quan
nhém thizzide co the giy ra bfuh nio do gan, dic bigt rong truomyg hop mat chin hiing di¢n
gidi, bénh nfio gan o6 thé tién trien din 167 han mé gan. Ngimg sir dyng thudic Iy tidu ngay
lap tirc neu linh ttang nay xdy ra.

Wity cime v dnle sdng:

Cde tromg hyp bénh nhin nhay cam vé anh sang da duwge bio cao viri thude loi tidu nhém
Ihiazide vi cie thude loi téu lién quan 01 nhom thiazide. Néu cie phan (ng nhay nﬁmfvﬁli
dnh sdng xay ra trong quid trinh didy trj, bénh nhin duge khuyen cdo ngimg sir dung thude.
H-!éll vie ti sit dung thude lgi tidu 14 cin thiée, khuyén cdo bénh nhin bao vé cde ving da
tigp xic voi anh ning mat trdi hode ta UV A nhin o,

Thim trong khi so dyng
Thén trong chung cho cd perindopril v indapamide

- Suy tdn:

Thude duge l:hnf:»ng chi dinh v&i céc bénh nhén suy thin ndng (45 thanh thai creatinin < 30
mlf phit),

i
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Mgt g0 bénh nhin ting hu:.-'_ét ap khéng b bitu hign tén thuong thin teede db nhung kit
qui xét nghiém mau cho thiy chie pang thin bsj suy giam, bénh nhin nén ngimyg thudc va
cir thi bat diiu didu tri lai voi lidu thip hodc don to voi mit trong hal thinh phén.

() nhimg bénh nhin nay, cin thutmg xuyén theo doi kali huyét va creatinin sau 2 tufin dicu
tri v mdi hai thing mét lan trong sudt thai gian didu tri. Suy thin d8 duge bio cio chu vt
& ehe hénh nhén suy im ning hode suy thin kém hep ddng mach than.

Khong khuyén cdo sir dung thudic trén che bénh nhin bi hep dong mach than hai bén hodic
chi edn mdt bén thin hout ding.

Hupér dp thip, mit e, cide chai dign giii:

Bénh nhin co nguy oo ha huydt dp dit ogdt néu trwde d6 38 ob tinh trang midt natri (dfic
bigt viri bénh nhin hep ding mach thing. Do dé,lr:én kiém tra tong thé cic diu higu lim
sing vié s mal nude va dign gidi, didu ndy o6 the xay ra kém su 1 dién cia triéu chimg
tidu chay va nin. Fai viri nhimg bénh nhin ndy ciin tien hanh kiém tra thudmg xuyén cdc
chit dién giai trong huyét nromg.

Trudmg hop ha huvét ap ding ké cén tién hinh truyén tinh mach nude mubi ding ruong.
Ha huyel ap thodng qua khing phai la chéng chi dinh cho viée tidp tue di%u tri. Sau khi tai
lip dirge the tich mdu vi huyet dp binh thing, vide dign trf o6 thé duoc bit diu lai voi lidn
pifim hofe véi mét thank phin don lé.

Nong dii kali:

Sur ket hop gita perindopril vi indapamide khing ngin dhrge sir khii phdt cia tinh trang ha
leali huyét, die bigt & bénh nhin dii thio dudng hode suy thin, Gidng véi bat ky thube ha
huyét dp nio eo chira thinh phin lgi tid, cdn tén hanh kiém sodt ndng 49 kali huyét
twong,

Cinh bio ta dwgpe:

Thude b chira lactose. Bgnh nhiin bi tfi loan di truvén hiém pdp ohu khing dung nap
palactose, thicu hyt lactase hodn todn hofc kem hip thu glucose — galactose khing nén
dimg thude nay. Neu bénh nhin duoe bic 57 chin dodn cb 16 logn dung nap v&i mét sé logi
dutmg nhéit djnh, hiiy hoi béc sT trnde khi ding thudic nay.

Thufic ndy co chira dudi 1 mmol (23 mg) natri trong mi vién, vé co ban duge xem nhu
“khiing chira natri®,

Lién quan t6i perindogril:
Ha:

Ho khan 43 dupe bdo cio khi sl dung cie thude e ché enzym chuyf*:n. Ho thudmg dai
ding vi chiam dirt sau khi ngime dicu trj. Néu trigu chifng niy xay ra, cin xem xet nEuyeén
nhin, Néu viée k& dem cie thude ire ché enzym chuyen viin duge lya chon, vige tidp lye
didu tri e thi duge cin nhic.

Tré em v dré i thainh nidn:

Hifu qua va di an wdn cia perindopril, siv dung don dfe hodic két hop, & tré em v e vi
thanh nién chira duge thiét 1§p.

Neguy co hg Dupét dp vad hode say tin (trong triémg hpp cd say fim, it mrde v ede
chit dign gidi,...):

Viée kich thich manh hé théng renin — angiotensin — aldosteron di duge quan sil thiy, dc
bidt wong trudmg hop mit minde va cde chit dién gigi dang ké (do ché dd &n kieng khit khe
khing ed mudi hode do didn tri lod tién kéo dai), o bénh nhin cb huyé! ap lie khdi i thap,
hep déng mach thén, suy tim sung huyét hojie bénh xa gan kém phil va cb tnrémg.
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Vige fre ché hé thing niy bing cich ding 1I1u£5a_&'¢: ché enzym chuyén co thé piy h.»: huyft
ip dét npdt val hode thng ning dd creatinin huyet tuong, dic bidt & thii diem biit dau digu
tri v trong 2 tudin dicu b diu tién din dén s suy gidm chie ning thin,

PO khi hién tuong niy xay ra cip tinh vao thix didm khoi tri, mic di higm khi xdy ra, v
citng & nhimg théi diém khac nhaw, Trong nhilng truimg hop do, viée dlidu trj nén dupe bit
A vési lidu thp vi ting dan lidu.

Ngwrdi eao fnii:

Cin kiém tra chirc ndng thiin vi ndng 49 kali huyét trade khi bt déu didu tef. Sau db diéu
chinh lidu theo dip (mg huyét ap cia bénh nhiin, dac biél trong trudmg hop mdt nude va
didn gidi, nhim tranh ha huvét dp dit ngdt,

Bénk uhiln mic chirng xo vive ding maeh:

Mguy eo ha huydt 4p c6 the xdy ra tén 14t i bénh nhin, nhung ein dfic bigt thin rong v
bénh nhin méc bénh thifu méau co tim hode win hoan ndo khang dip ing di, cin biit diu
diéw tri v liéu thip & nhitng bénh nhin ndy

Tiing huyét dp do hep ding mach thin:

Briéu trj tiing huyét dp do hep ding mach thin bang cich nong mach, Tuy nhién, cic thutic
{ic ché enzym chuyén cd thé ¢d hidu qué &1 vii bénh nhin cd biéu hién tang huysl 4p do
hep déng mach thin dang chir philu thudt hofie wong treimg hop khing thé phiu thudt,
Trutmg hgp APIPERTN Ex 2.5/ 0,625 durge ké cho bénh nhén b Lilén sir hodc rlugh]' ngdr hep
dfng mach thin, vide diéu trj can ticén hanh & bénh vién v |iE}l thiap va can Kiem soat chirc
ning thin va ndng dé kali, do mét 58 béuh nhdn cd tién trién suy thin ed phye hii khi
ngimg ditu .

Sy iy Soy fim nidng:

(¥ bénh nhin suy tim ning (d V), u:;:in khii déu diéu tr dudi sy giam sét chil ché vii gidm
liéu. Khéng nén dimg viéc t[i%u tri bing thufic dre ché beta & bénh nhén ting huyél ip kém
thicu ning dong mach vanh: Céc chit ¢ ché enzym chuyén nén dirge bi sung vio ligu
wink didu o bing thube chen beta.

Bénh nhin dii thde drdng:

Trén nhitng bénh nhéin dai thio dwomg phy thude insulin (khwynh hidmg tﬁngltl.r phat mure
kali mau), nén khai diu didu trj dudi sy gidm sat chil ché coa nhin vién y 1€ vd vi lidus
thip.

Nén theo ddi ¢hiit ché mirc dwimg mdu & nhimg bénh nhin déi thio diémp da didu 1 bnng
thudic 5!1'-:‘:1: trj déi thao duimg dulmg uing hode insulin trwde 4, ey the K trong thing diu
tién dicu i v thude te ché enzym chuyén.

Chitng foc:

Tuwong ty cac thude (o ché enzym chuyén khde, tic dyng ha huyét dp cia perindopril co
thé kém II*.EEU qua hon trén ciac bénb nhin da den, co the la do ty 1€ hoat tinh renin huyét
g thip & cdc bénh nhin da den ting huyét ap cao han,

Phiu thuit’ gy mé:

Cée thude de ché enzym chuyén cé thé giy ha huyCt ap wong truémg hop phii gy mé, dic
biét khi gay mé bing thudc cb kha nfing gy ha hu}'élf dp. Do dd nén ngimg ding thude mét
ngiy trude philu thugt néu diéu i bang thude e ché enzym chuyén tic dyng kéo dai nhw
perindopril,
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- Hyp ding mach clut hodic van hai Li' bfah co tim pla dgi:

Cdn thén trong khi str dung cée thude e ché enzym chuyén cho cdc bdnh nhin the nghén
ding miu di ra 1y tladin i,

Sy gan:

Higm gip trutmg hop cie thude ge ché enzym chuyén lién quan dén héi chimg biit diu
biing vang da (r midt va tién t_rirf*.n thinh hoai tir gan lan toa va (d6i khi) i vong. Co ché e
héi chimg nay el duge bigl r. Bénh nhin dimg cac thude e che enzym chuyén co ving
da tién trién hofic ting men gan nén ngimg s dung thude vi dugc theo dai v 1é phii hop,

Tiing kali hupér:

Tang kali huyét thanh d3 duge ghi nhin trén mat so bénh nhin st dung cée thude e chit
enzym chuyén, bao pbm perindopril. Cac thude (e ché enzym chuyén o thé gy tang kali
huydt do e che sy giai phong aldosteron. Tac dyng ndy thutmg khong ding ké tén chc
bénh nhin cd chirc nang thin binh thudmg.

Céc véu th nguy co lam ting kali huyét bao ebm suy thin, suy gidm chirc ning thin, Wi
(= 70 twbi), dai théo duimg, bénh nhin 6 ede bifn cd di kém, dac bigt 12 mdt mde, mét bl
lim mach cip tinh, thifm toan chuyén héa va sir dung ddng thir véi cie thude lgi tiéu gii
kali ¢nhur spironolacton, eplerenon, triamteren, smilorid), che ché phim bd sung kali hode
chie chit thay the mudi oo chita kali hode bénh nhin s dung cée thute khédc lim ting kali
byt (vi dy heparin, co-trimoxazel (trimethoprim/sul famethoxazol), cac thuoe e ché
enzym chuyvén khic, thudc e ché thy thé angiotensin 11, acid acetylsalieylic = 3 g/ ngay,
thute e ché chon loe COX-2 v NSAIDs, cdc thude e ché mién dich nhu ciclosporin
hofic tacrolimus, trimethoprim) va dic bigt 14 cac thudic khang aldosteron hofic o che thy
the angiotensm.

Vide air dung céc che p-hr’:m bé suny kali, cac thudsc biri tign gitt kali hofie cde chﬁlt thay thé
mudi cd elura kali, dac biét 1a tén cie bénh nhin suy giam chic ning thin, e thé lam ting
ding ké néng dé kali huydt, Tang kali huyét co thé giy hiu qua nghiém trong, dbi khi b
thé gy loan nhip din dén ti vong, Thin trong khi st dyng thube lgi tiéu gilr kali vi thuoe
irc thy thé angiotensin cho cic d8i nromg dang didu tr) bing thubde (e ché enzym
n:hu}rén. cin tien hanh theo dai ndng d6 kali huyét va chire ning thin, Néu vige dung dong
thét cae thudic néi rén duge coi 14 cin thidt, cin s dung thiin trong va thidmg xuyén theo
dai nong dd kali huvét

' £ . §
Lién guan dén indapsmide
Ciéin bhiing nirdee va dién gidi
- Ni:"ng dfid nairi
Céin kidm tra cdc thing so ndy trude khi bit diu diéu tr, sau 6 kiém tra dinh k¥,
Gidm néng d§ natri eb thé khdi diu khing ed triéu chimg va do 36 viée kiém wa thuimg
xuyén thiing sb ndy 1i ddc biét quan trong.

Kiém ira cdn tién hinh thuimg xuyén hon & nguedi cao tudi va bénh nhin xo gan, Bit ki
viée diéu tr bing thube lgi tidu ndo cling ¢6 thé gy ha natri mau, doi khi giy ra hiu qua
rat nghiém trong.

Ha natri mau lidgn quan (4 gidm thé tich tuin hodn ed thé din dén mét mirde vi ha huyét dp
thé dimp. Mét déing thai cdc ion clorid ¢6 thé difn dén nhifm kiém chuyén hoa bi thir efip:
ty 1 méc vi mic dd cha tde dung ndy 14 nhe,
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Ning df kali

Suy gifm kali véd ha kali huyét 13 nguy co chinh cia céc thqélc loi tiéu nhém thiazide v
thudie i tidy lién quan tdi nhom thiazide. Ha kali huyét co thé giy 1o logn cor. Ce trwdng
harp tiéu o vin da duge béo cde, chu yéu 13 trong trwdng hop hy kali huyet ning.

Céin nghn ngia nguy co bit diu ha kali hiydt (< 3.4 mmoll) & mit 56 b-énh‘ﬁhﬂn ol nguy
e ean nhir ngudi cao tudi val hodie bénh ohin suy dinh dutng, sit dung nhicu thude cing
lie, bénh nhin xo gan cd phil vi cd trwdmg, bénh nhin bi bénh mach vanh va bénh nhin
suy tim. Trong nhing trudmg hop do, nong dg ha kali huvét & lam pia ting djc tinh trén
tim mach ca glycosid tim va nguy eo loan nhip tim.

Bénh nhin c6 khogng QT kéo dii cling co nguy co, mic di nguyén nhin i bim sinh hay
do qué trinh didu tri. Ha kali huyét kém nhip tim chim s lam gia tng nguy co khiri phat
rivi logn nhip tim nghiém teong, diic biét 14 nguy co xofin dinh, &6 thé din din ti vong.

Trong tit ci cac trwomg hep, eln thitmg xuyén kifm tra ning 40 kali huyét. Lin do kali
huy8t diu tién nén duge tién hinh trong tudin ddu diéu tri. Neu nimg di kali huyét Eh&p, clin
hiéu chinh lidu. Ha kali huyét lién quan dén hg magnesi huy€t thanh cb thé kho dicu trj, triv
khi néng d¢ magnesi huyét thanh duwge digu chinh vé mire binh thwimg.

Ning d calei hupér

Cic thudic lgi tiéw nhom thiazide vi lién guan 167 nhém thiazide c6 the lam giam bai tiét
calei qua mrde tiéu, gfly ra sy ting nhe va thodng qua nlﬁng di calei buyér, Su ting ding ké
nong do calei e thé lién quan Wi chimg cudmg tuyén cin gidp chua duge chitn dodn,
Trong trudmg hop 46, cin nping vide ding thube truée khi kigm tea chiic niing tuyén cin

gidp.

Néng di magnesi hiydt thanh

Cdc thude Toi tifu thiazide vi thude loi tiéu lién quan thiazide, bao gbm indapamide, gdy
ting bai tiét magnesi qua niede tidu, din dén ha magnesi huyét.

Duvérng huyé

Kiém sodt duimg huyét 1d quan trong & bénh nhin déi thio dudng, die bigt khi ning 4o
kali thap.

Acid uric

Hénh nhéin cd nn!f'mg A acid uric trong miu can s& b khuynh hudng dé midc bénh g,

Chire ning thiln vil thade fpi tiéu;

Caic thude lgi téu nhom thiszide vi lién quan nhom thiazide chi phit huy toan b§ higu qua
khi chire ndng thin binh thudng hode suy thin nhe (mire creatinin thdp hem khoang 25 mg/
I, tromg duong 220 pmol! | & ngu lim).

0 nguct cao tudi, gid trj creatinin huyét tuemg cin duge higu chinh theo d di, cdn ning
vl gidi tinh eia bénh nhin theo cong thie Cockrof:

Cler = (140 - tudi) % cin nfing/ 0,814 x ndng & creatinin huydt twong
Trong do: Tudi (nim)

Cén ning (kg)

Néng di creatinin huvét twong (mal/l).

e L LT |
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Cong thire ngy phi hop vdéi binh nhiin nam cao tudi, o bénh nhén nit cin nhén kit qued vii
0,85,

Mt nudre va mudi do dimg thude li tidu co thi piy ra gidm thé tich win hodn khi bit die
didu trj, din dén gidm thé tich loc céu thin, Didu ndy cd thé din dén tang uré vi creatinin
huyét, Svr suy gitm chire néng thin thodang qua ndy khing giy hiu qui bat lei & bénh nhén
et chire ning thin binh thwémg, tuy nhién cé th lim tram trong thém & bénh nhin b suy
(han trude 3b.

Fiin ding vién

Céc vin ddng vién cin leu ¥ ring thude ndy chita thinh phin 6 thé cho kit qua dueng tink
vl xét nghigm doping.

Tran dich ming mgeh, cfin thi cip tinh v ting nhin dp goe ddng cilp tinh {Glatcomi)

Sulfonamide hofic cac {lfgu chit sulfonamide ci thé giy ra phin img dic trung, din dén tedn
djch mang mach vir khiém thj, ciin thj thodng qua vi ting nhiin dp goc dong chip tinh.

Ciie triéu chimg cla nhimg ri loan mat ndy bao gém khéi phit cdp tinh nhe gidm thi hye,
mir mat hode dau mat, Cae tridu chimg thuimg xdy m trong vong viti picr dén vai tudn san
khi biit diu s dung thude,

Benh ting nhin 4p poe déng cdp tinh khing duge dicu tri ¢6 thé din d_«e‘n mét thi lwe vinh
vien. Bidu tri chinh 13 dimg ubng thude cang som edng tit. Cin nhie dicu tri ndi khea hoje
phits thudt nhanh néu dp e nd nhan khing kifm sodt duge, Cée yoéu 16 npuy co lam tién
rién b&nh ting nhin 4p gée ddng cip tinh cb the bao ghm tién sir di dmg voi sulfonamide
hode penicillin,

SU DUNG THUOC CHO PHU NTT O THAI VA CHO CON BU

Vi cae the ding 41 dwoc chimg minh cia timg théuth phin trong phdi hop ndy trén phy ni
¢ thai va cho con bid, khéing khuyén céo sir dung APIPERIN Ex 2,5/ 0,625 trong ba thang
diu mang thai. Chang chi dinh ding APIPERIN Ex 2,5/ 0,625 tir thing thir tw trd di cia
gial doan mang tha,

Khing khu}-f.-n cio sir dung APIPERIN Ex 2,5/ 0,625 khi cho con b, Trén cor 5 xam xét
thim quan trong ctia ligu phép didu i néy ten npwéi me, cin quyét dinh ngimg cho con bi
hodic ngimg ding thuce APIPERIN Ex 2,5/ 0,625,

Phy nir c6 thai vi ob kha nang mang thai:

Lién quan dén Perindopril:

Khiing khuyén cio sit dung thute fre ché enzyIn chuyén trong ba thing iy thai ky. Chiing
¢hi dinh sir dung thude e ché enzym chuyén tir sau thang thir ba cua thai k.

Réing chimg dich t& hoe vé nguy co gly quai thai khi dimg thude tre ché enzym chuyen
tromg ba thiang d8u cia thai ky vin chia dwoe xie dink. Tuy nhién, khing the logi trix kha
néng oo s iAng nhe ngay oo ndy.

Irir khi viée tidp tuc diu trj bing thute e ché enzym chuyén |4 f:il': thiét, bénh nhéin nit co
]-:%; hoach mang thai ¢in chuyén sang ligu phip thay thé dfl ed bang chimg ve tinh an toin
de diéu trj ting huyét &p & phu nit mang thai. Khi duge chin doan mang thai, viée diéu tri
bing thudic e ché enzym chuyén nén ngimg ngay |fip tie va thay thé bang ligu phép thich
hip.

Viée ding thude fic ché enzym chuyén (i sau thang thir ba cia qué trinh mang thai dwoc
cho 14 gdy dde tinh trén thai nhi (gidm chitc ning thin, it dich i, chim phat wién khung

ook
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xuong 50) va die tinh trén tré s sinh (suy thin, ha huyet ap, m;:ég kali madu), Truomg hop
phu nit mang thai tir thing thir tu trd di cd s dyng thube (e ché enzym chuyén, khuyen
edo bénh nhin siéu dm kiém wa chice nding thim va kiém tra hip sg,

- Tré so sinh cé me sir dung thufic (e ché enzym chuyén nén duge theo di huydt dp chit
ché.

Lién guan dén Indapamide:

- Khong cd hofic b han ché dir liéu (két qua vai < 300 phy ni cb thai) vé vide sir dung
indapamide & phy ol ¢d thai, Vige siv dung kéo dii thude loi tieu nhom thiazide trén phy
nit mang thai tir thing thir bay cia thai ky e thé lim pidm thé teh huydt trong cia ngui
me ciing nhur cung Tog maw i cung - nhau thed, diéu nay cd thé iy ra chimg thiu mau
eye b tir cung — nhou thal v lam chim sy phat wign cia thai nhbi.

- Cdc nghign cfuo tén dong vl khing cho thity cic tae dyng o6 hai trye tiép hojic gin tigp
e0 lign quan 1 dic tinh sinh sdn,

- Nhu mét bign phép phong neira, 101 nhit nén tranh si dung indapamide treng thii gian o
tha,

Phy nit cho con i
Khéng khuyén cdo sir dung thude trong thii gizn cho con bi.
Lign guan Wi perindopril

- Do khéng eo thémg tin vé viée st dung perindopril wong giai dogn cho con bi, APIPERIN
Ex 2,5/ 0,625 khing duge khuyén cio sit dung va nén dimg liu phip thay the cd bing
chimg ve tinh an todn trén phit nir che con bi, d§e bigt di6i v trd mii sinh hodc e sinh
NI

Lién quan L& indapaide

Cim thidu dir ligu vt vide bai tidt cha indapamide/ cic chit chuyén héa qua sita me. Qui
man véi cdc thube 14 diin chit cta sulfonamide v ha kali médu ¢d thé xdy m. Nguy co déi
vl tré midi sinby' sosinh cha dwge logi b,

Indaparide lién quan chit chi i thube lgi Iiiﬂu nhém thiszide, nhom thudc nay cb kha
ndng lam gidm hode thim chi ngimg viée tiét sta néu dimg trong giei doan cho con bi,
Khiing khuyén cio sir dung indapamide trong théi gian cho con b,

ANH HUONG CUA THUOC LEN KITA NANG LAI XE, VAN HANH MAY MOC
(4 hai hoat chét el thude 1i perindopril vi indapamide v APIPERIN Ex 2,5/ 0,625 diu
khing dnh fuémg den sy tinh to. Mhumg c6 mjt 5 phin (g phy iEn guan dén ha huyél
ip co the xay ra & mit sb bénh nhin, dae bigt 14 giai doan dav cua qud trinh didu trf hofie
khi két hop véi thude chong tang huyét ép khie. Trong trudmg hop ndy, kha ning I4i xe va
viin hiinh may mae e thé bj dnh hudimg,

TUONG TAC, TUONG KY CUA THUOC

< Twong tic thu e

Lién quan t&i perindopril v indipamide
Kivdng ki _p-é{n cdoe siv dung ding thai:

= Lithinm: Téng e hii phuc ndng 4 Lithium tIlI:."I"!! thanh vi dbc tinh di dwoe bao cao khi sir
dung dong thisi lithivm véi cée thude i ¢hé enzym chuyén. Khong khuyeén cio st dung

= |
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phdi bop perindopril va indapamide véi lithium, nhung e vie phm hop nay cdn thidt,
ciin theo dai chat che mm_a. i Tithium huyét thanh

Bie bigt thin trong ki sor dwig dng thei;

Baclnfml Ting tac dung ha hu}nél ap. Theo ddi huyét 4p v& hidu chinh lidu cia thube
chéng ting huydl 4p néu chn thiée

Thude khdng viém khing sll:rr.n-:] (NSAIDs) (bao gom acid ac.etj.rlsailcylrc = 3gf npdy): Kihn
sir dyng ddng thii cac thude (e ché enzyn chuyén véi cic Ehunc khiing viém khing steroid
{vi du acid acetylsalieylic ligu khﬁng viem, NSAIDs (i ché chon l|;.u: COX-2 va frc ché
khing chon lgc), tac d'.'”&- L huyet ap ci thé bi suy giam. Su dyng ding thir cic thuse (e
ché enzvm chuyvén va NSAIDs ch thé tam ting nguy co suy giam chire nﬂ.ng thin, bao ghm
suy thiin cdp vi limE, kali Ilu:r-ﬁi dE‘i:. bigt trén nhimg bénh nhin & cb suy giam chirc nang
thiin trude dé. Sy phai hop nay ein duge dp dung than trong, diic bidt 14 & ngwdi cao tudi.

Bénh nhin cin duge bi mude diy d0 v nén theo dii chire ndng thiin khi khii tr va dinh ki
sau da.

Thitn trong kivi sie dung ding o

Thuéie chang téim cim I,IEmg imipramide {thuﬁL LI'IFJ.:II'IS triim cam ba vong), thude an thin:
Ting téc dung ha huyét ap v nguy co ha Im;.rét i thé dimg (tac dyng phy).

Lign guan o perindoprl

Div Liéw thir nghiém lAm sing cho tha} vige phunj_i e kép h§ renin - angiotensin -
aldosteron (RAAS) thong qua sir dyng két hop LEIL— thude e ché enzym chuyén, thudc ¢ L
ché thy thé angiotensin T1 hode aliskiren o tin sudt xdy ra cc tac dyng phu nhir hi huyél
ap, tng kali huyét vit suy piam chire ndng thin (bao gom suy thin clip) cao hon so voi sir
dung thude tac donp lén RAAS don le,

Ce thude ldm @ng nguy co phil mach:

Chéng chi dinh st dyng dong thdi e thudie e ché enzym chuyén véi sacubitril! valsartan
vl m ting nguy co phil mach. Néu chuyén di didu tr gila sacubitril/ valsartan vi
peundn]:rnl. ligu phép didu trj sau cin cach it nhit 36 gidy Ieé tir lidu cudi ciing et thude
ding trwge da,

Sir dung déng thai thude te ché enzym chuyén voi racecadotil, thude e ché mTOR (vi dy
sirolimus, everolimus, temsirolimus) va cic gliptin (linagliptin, saxagliptin, sitagliptin,
vildagliptin) ca the lam ting nguy co phi mach.

Céic thude Jam tang kali huyé:

Mt vii Uxufn. hode ligu phip didu ) b thé lam 1ang kali huy®t nhir: aliskiren, mudi kali,
thude lgi tiéu gu] h:nh [3ptmnnlﬂcmn¢ iriamiterene hodc amiloride), thudc irc -,I:é EEYT
chuyén. thude frc ché thy thé angiotensin 11, NSAIDs, heparin, thude ite ché mign dich nhu
ciclosporin hodie  lacrolimus,  wimethoprim v coimimoxazole  (inmethoprim/
sulfamethoxazole). Su kél hop ce thude nay lam ting nguy co ting kali huyet,

Chilng chi dinh siv dyirg dong i

Aliskiren: Céie b&nh nhin déi thio dudmg hode suy thin, nguy co ting kali huyét, suy chire
ning thin, bénh tim mach va tir vong ting lén.

Cie phuong phap didu ] ngodi co thé: Digu tj ngodi co lhE cldin &EI‘: miu 1lép Kl v cdc
be mit mang dién tich dm nhu thim tich hode lpe méu hiing mot sb mang loc the dd cao
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nhit dinh {nhu méng polyacrylonitril) va logi bo lipoprotein 1y trong thip bing dextran
sulphate do lam ting ngwy co phin (mg min cim, Neéu viée didu o ndy dige yéu cliu, cin
cint nhéc sir dung loai mang loc khie hodc mét thude chéing tang huyét ap khac.

Khng klinyén cdo siv dung Sing thii:

Aliskiren: (3 nhimg bénh nhin khing bi dai thio duwimg hodc suy thin, nguy co thng kali
i, suy gigm chie ning thin v bénh tim mach va tr vong ting,

Biidu trj dbng thed thude e ché enzym chuyén véi thude tre chié thy thé angiotensin 11: DA
¢t hdo cdo tong v vin rang cie bénh nhin bi bénh xo vira djng mach, suy tim hofc ddi
théo dutmg oo thn thimg co quan dich, siv dung dong thii thude (o ché enzym chuyen vi
thube e chié thy thé angiotensin co tin sufit ha huyét dp, ngdt, ting kali huyét, suy gidm
chite nng thin {(bao gim suy thin cﬂp} cap hom so v viée 50 dung mdt thuoc dom 12 thc
dong lén hé renin — angiotensin - aldosteron.

Phong tda kép (vi du Iﬁng cdich kit hyp mit thudic (re ché enzym cl:mj-’ért vii mjt thude e
ché thu the angiotensin I} nén han ché vdi cic truimg hgp cu thé kit hop vii gidm sat chat
chié chivc niing thiin, néug dd kali va huydt ap.

Estramustine: Nguy co ting tac dung khing mong muin nhar phit mach.

Thude lgi ticu gitr kali (vi dy triamierene, amiloride. .. ), kali {dang mudi): Tang ndng 4o
kali méu (c6 kha ndng dan wi ur vong), dic biét voi bénh nhdn bj suy thin (téc dung higp
déng ting kali mau). 50 dung ding thoi perindopril vi ede thufic 4& cip & trén 14 khing
duge khuyén cao. Néu duge chi dinh s dyng d:’rng thiri, cin thiin trpng va thudmg xuyén
kidm tra néu:g dd kali huyét thanh, DOL véi si dung spironolactone dé diiu trj suy tim, xcm
thém ]:]1:311 D bidi thim trons khi sirelung ding thed,

Diic bigt thdn trong ki sie dung ding thii

Thudie didu tri d4i thdo dwdng (insulin, thube ha duimg huyét dudmg wing): Céc nghién
ciru dich t€ hge cho thiy ring vige sir dyng ding thoi cac thude (e ché enzym chuyén véi
thude didu tri dai thio dirdmg c6 the lam tang the dung ha dudmg huyét cia thubc. Bitu hign
ha duimg huyét ¢o thd xdy m trong cfc tudn ddu dieu trj két hop va & cie bénh nhin suy

thén.

Coic thude lgi tiéu khong gir kali: & nhimg bénh nhin dang ding thuéic 1gi ticu, va nhit 1
& nhitg bénh nhiin cd giam the tich vathode mudl, co the bj ha huryét dp qui mire sau khi
bifit ddu didu trj bing thube @e ché enzym chuyén, Kha ning gy ha huyét &p co thé giam
thiéu biing cich ngimg sir dung thubc loi tiéu, bi thé tich hode ting lugng mudi dua vao,
chin bt ddu didu e v lidu thilp perindopril vi tang lidu b o,

¢} cde bénh nhin wng huyét &p dong mpch, dicu tr bing thude Lo tHéw irurre & co the way
r i mudi/ thé tieh tufin hodn, nén ngimg thube loi tiéu trude khi bat dau dicu i bing
thudic (¢ ché enzym chuyén, sau dd ¢o thé sir dyng mt thude lei tiéu khing gitt kali, hode
thufiec ire ché enzym chuyén phai dge bt diu vor lidu thip va ting lidu tr i,

(1 cae bénh nhin suy tim sung huvét ditu trj bing thude Iyt tidu, thube de che enzym
chuyén nén duge bat dau dicw tri vl fié rit thip, sau do co thé gidm lidu coa thubc lgl
tigu khing gift kali dimg cing.

Vai tht ca chc trwrimg hop, chirc nang thin (nong di creatinin} phédi duge theo dai wong vii
tudin ddu tién didn tej bing thude ire ché enzym chuyén,
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- 'l'huén loi tién gilr kali {eplerenone, spironolactone}: Véi eplerenone h?ﬁr.: spironclactone
lidu tir 12,5 — 50 mg mai ngiy v thute e ché enzym chuyén vii licn thap:

Trong didu tri suy tim 4§ -1V (NYHA) voi phin sudt thog mau < 40%, da didu trj bang
cac thube fic ché enzym chuyvén v lgi tidu quai trede 44, 6 nguy co ting kali mau, ¢o the
gdy & vong, dje higt 1a trong trutmy hop khong tulin thi cle khuyén cao khi ké don vé sy
két hop nay.

Trutre khi bit diu diéw tei k& hop, cin kiem tra s khdng o6 mil cla ting kali méu vi suy

{hiin.

Khuyén cio nén theo dii chit ch ndng d¢ kali mau vi ereatinin mau | Jin mdi win trong
théng dfiu ditu tri vi hing thing sau da.

Tiein trong ki i dyung dong thi

Céc thube chéng ting huyét dp va thode gilin mach: si dyng dbng thiri vii cée thude niy
e thé tang tie dyng ba huyét dp cba perindopril. Sir dyng ding thii voi nitroglycerin vi
cdie niteat khie, hode chc thube gian mach khac, cé thé 1dm gidm buyét dp hon nira,

Allopurinaol, thufic kim ham 1@ bao hoje Ilhu:ﬁc e ché mifn dich, corticosteroid tic du};E
todn thin hofic procainamide: S dyung dong thoi vii thufic te ché enzym chuyén o t
lam ting nguy cw giam bach eiu,

Che thube giy mé: Thube te ché enzym chuyén e thé lim ting tic dung ha huyét dp cha
cie thude gy mé,

Cée thude kich thich pino cam: cde thudie kich thich giao cam ed thé lam giam tec dyng ha
huyét ap ciia thude e ché enzym chayen,

Ving: Phin mg nitrioid (e trigu chimg bao gom 6 bimg mat, buiin nfin, non va hy Tuyét
ap) duge bdo cdo hidgm gap & nhing bénh nhin dang duge dicw i ding théd vang dung
tiém (natri aurothicmalate) vi thude tre ché enzym chuyeén bao ghm perindopril,

Lién guan tdi indapamide
Bie bigt thiin trong ki sie dung diing théi:

Cée thude b nguy oo ply xodin dinh: Do nguy co ha kali huyét, indapamide nén i dung
thén trong khi phii hop voi ed thube co kb ning iy xodn dinh nhy cde thudic ching loan
nhip nhém [A (guinidine, hydroguinidine, disopyramide), thube ching loan nhip nhom 11
(amiodarone, dofetilide, ibutilite, bretylivm, sotalol), mi s thubc an thén nhém
phenothiazine  (chlorpromazine, cyamemazine, levomepromazine,  thioridaeine,
trifluoperazine), nhom benzamide {amisolpride, sulpiride, sultopride, tiapride), nhom
butyrophenone {droperidol, halopendol), che thude an thin khic (pimoride), cie thude
khac (bepridil, cisapride, diphemanil. erythromycin tiém (inh mach, halofantrine,
mizolastine, moxifloxacin, pentamidine, sparfloxacin, vincamine tidm finh  mach,
methadone, astemizole, terfenadine), Theo dii khodng QT dé phéng ngim ha kali huyét va
hiu chinh lidu néu ciin thiés,

Cae thube ldm hy kali huyét Amphotericin B {dwimg tinh mach). plucocorticoid va
mineralocorticoid (dwdmg todn thin), tetracossctide, U.ulgu nhudin twing cb the dung kich
thich: Tang nguy o ha kali huyét (e dong cong hop). Theo di ndng dj kali, va diéu
chinh néu cdn thiél, dac bigt cin chii § trong cée tnimg hep difu ui voi digitalis. Khong
nén sir dung déng third vin thude nhudn trng cd tie dyng kich thich.
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Céc ché phim digitalis: Néng d kali v hooic magnesi thip lam ting djc tinh clia
digitalis, Cin kiém sodt ndng d kali, magnesi va dign tim dd vai xem xét lgi vige didu ]
néu cdn thiét,

Allopurinol; st dung déng thii v&l indapamide e thé 1am ting phin img qua min vdi
allopurinal.

Thiin trpng ki s dyag dong Hioi:

Cdic thude loi tiéu it kali amiloride, spirenclactone, triamterene): trong khi phoi hop niy
it hitw ich véri mot 35 bénh nhiin, tinh wang ha kali mau hode ting kali mau van oo the xay
ra (e bigt o nhitng bénh nhin suy thin hode dai thio dudrng). Cén kigm sodt kali huyét vi
dién tim di, néu chinn thidt, xem xét lai vide didu tri.

Metformin: giy nhifm acid lactic do co kha ndng chitc ning thin bj dnh hukmg lién quan
dén vige dimg thudc loi tiéu va dic biét 1 thufie lgi tién quai, Khang sir dyng metformin
khi niing d& creatinin huyét thanh vuet gud 15 mg/L (135 micromol/L) & nam gidn va 12
mg/L (110 micromol/L) & phy nik.

Thude cin quang chira iod: Trong trudmg hop mit nude do dimg thube loi tiéu, nguy co
suy thin ¢fp ting cao, dae biét khi ding licu cao thuoe cin gquang chira iod. Bi nude nén
durore tign hanh trrde khi st dung thuoe can quang chia iod.

Calei (dang mudi): Nguy cer ting ndng & calei do gism thii tir calel qua nude lidu,

Ciclosporin, tacrolimus: Nguy co ting néng d6 creatinin ma khong o sir thay di ndo vé
nong 4§ ciclosporin miu, ngay cd khi khiing Mt mudi va mue,

Ciic corficosteroid, tetracosactide (dang udng tée dung toan thin): gidm tic dung ha huyét
ap (i mudi v nude do cde corticosteroid).

% Twong ky thobe:

Khdng dp dung,

TAC DUNG KHONG MONG MUON CUA THUOC

Viéc ding perindopril s& e ché true renin-angiotensin-aldostercne v dfin dén giam luymg

kali mét di do indapamide. 2% sb bénh nhin diéu ti vii perindopril arginin/ indapamide -

2.5/ 0,625 bi ha kali mdu (ndng do kali < 3,4 mmol/L).

Céc the dung khdng mong mudn thudmg gip nhat la;

Vi perindopril: chong mat, nhibe daw, di cam, 161 loan vi pide, gidm thi lye, O tai, ha huyét
fip, ho, khé the, dau bung, téo bon, kho tiéu, tiéu chay, budn non, non, ngia, phit ban,
chudit ri vi suy nhoe.

Vi indapamide: ha kali huyét, phan (myg qua man, chi yeu I# hifu hién trén da, & nhimg
bénh nhan oo co dia dé bi dj img, hen suyén va phat ban dat sdn 1 e,

Cée phan img oo hai duoc phine leal thes tin suat nhu san: eit thuémg gip (ADR = I/] 0y,
thuwimg gap (17100 =< ADR < 1/10), it gap (1/1000 = ADR < 1/100), higm gap (1/10HNR) =
ADR < T1/T08H), rér hicm plip (ADR < 1/10000), cha rd tin suit {khdng thé wic tinh i div
lidu hién ca),

-
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Med DR A | Tiie dung khing mong mudn Tihin suiit
Phéin logi th ' i
A Perindopril Indapamide
hé co quan
‘Nhiém khuin va  [Viém mui Rét hiem pap -
‘uhiém ky sinh
[trung
Ribi Joan nji tict Hoi ching liét hormon Hiém gip
ching bdi nidu khing thich
hep (SIADH- Syndrome of
mappropriate |
antidivretic hormone )
Rii logn méau va  [Tang bach chiu & 1oan Tt gap*
hé bach huyet - E ——— —_t
. lviat bach cdu hat Rit hiém gap Riit higm gip
| il .
"Thidu mau bit san - Rat higm gip
Eﬂ'j'li'u'll bach céiu Rt hiém gap Rét hiém pip
Giim bach céu trung th Rt hiém gip
: 5 , A i
Thifu méu tan huyet Rt higm gip Rit hiém gip
\Giam tiéu clu [t higm gap Rat hiém gip
Riii logn h§ min  |Qua min (ede phin dmg, chd |- Thuimg gép
dich yéu [a bidu hign rén da, & che
bénh nhin cé co dia dé bi di
irmi va hen suyén)
= e o 1
Rii logn chuyén  |Ha duimg huyét it pap *
hia va dinh dudmg - - ——
Tang kali huyét, cé thé hoi phye it gap * -
khi ngimg st dung
\Ha natri huyét v gip* Clura rd tn sut
I = ! e
|H:_1 el huyét - Higm gip
|_ — g .
Ha magnesi luyét . Hiém wip
I Tang calei huyét - (Rt higm gip
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IRéi loan thi gide

i .
B2t quy €6 thé thir phl sau ha
thuyet fip qua mire & nhitng bénh

ahdn oo nguy ¢ cad

Rt higm gip

Trang 18/ 28
i_ _M-HIDRA | Tie dung khing mong muin Téin suit
Eheeclngr Co Perindepril Indapamide
hi e quan

E{ﬂﬁ I';l!}'ét - Thutmg gap
El;g.:ﬁm thin "i"ﬂ'lr;a iy Py it giip i

E}f didi tim trang .]-I: gap -

E:‘:I"I-E !ﬂﬂn;ﬁi;: ng a !ﬁh Eip -

Hoang mang _;ﬁﬁt hiém gip -
Rii logn thin kinh Ching mat Thuimg gép = )

iﬁwgu - " _il'hu;mg_ giip Hiéam gdp

;_RE:i logn vi gide Thuirmg eip i

ID} n::am_ Thwing gap Hidm gip

éMn mdng it ghp -

:'N g it gap * R Clua rﬁ. tﬁ-n :uﬂl_

gan trong trwémg hap

Suy giam thi lyc

Ciin thi

cap tinh

M mét

Tran djch méng mach

Kha ning khdi phét bénh nio

Chua £ thn susl

Bénh tang nhan ap poe dong

SUY 2an
[Thuimg gip Chura 6 thin sudt
- Chira 1o thn sudt
- Chura 15 thn sudt
Chura 13 tin suit

Chira 15 tin susdt
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MedDH A
Phidin logi theo
hé e quan

Rbi loan tai vi mé
dan

Réi logn trén tim

Riii loan hié mach

Rii loan hé hiip,
ngire v trung thit

Riii loan tiéu hia

| Tie dung khing mong muiin

Chdng miit

i[:f fal

i Brénh tring ngue

i Mhip tim nhanh

| Com dau thit NEws

Loan nhip tim (bao gﬁm phip

Trang 19 28
Tiin sufit
Perindopril Indapamide
Thuwimg pitp Higm gip
Thuimg géip -
it gip* -
it gip* -
Riit higm gip -

Rt hidm gip IRét hiém gap

tim chim, nhip nhanh that,

rurig 11hi)

Whiti mdu co tim cd thé xay ra |RALhiém gap -

thir phit sau ha huyét dp qud
| mire & nhimg bénh nhéin cd
| nguy cor ean
| Xodn dink (o6 khi ning iy tir |- Cthra 1 tin sutt

VOng)

Ha huyét ap {va cac tie dung | Thwdmg gip Rt hiém gip
lién quan dén ha huyét ip)

Vigm mach méu It gip* !

B bimg Hiém gap *

Hii chimg Raynaod Chua 6 tin sudt |-

Ho kluan Thuémg gip

[l thir Thudmg gap -

Co thiie phé quin It gap

Vidm phf&i & 08N Rt hiém gip

Dau bung Thuimg gip ;

Tho bin Thuimg gap Hiém giip
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N Ml_'d‘ﬂl%:t i_Tﬁe dung lthiing mong mudin Tiin suiit
oS : I"::indnpril l_nﬁupamide
hé cor quan . =
iTiEu chiy Ll‘htrimg gdp -
}:}ihf: tiéu Thiéme gip -
EW:J'II:I ndn B Thwrimp ghp Hidm gdp
;ﬁn - = T_humE gip it gip
[‘il';{';-:l‘l-1:t-ﬂl‘lg _.rj_l Eip Hiém pap
Viém luy .Rﬁt hiém gip Rt hidem gip
Ris Ing-n gan méit |[Viém pan i Il'; hiém gip Chura 1 tin sufil
@]_i_ﬁliﬁﬂng;hlln nang ean 3 - : ‘Rt hiém glip
Eil;};.n d:-ﬂ_ mi ]:'-N;]‘a . Thwding ghp =
thesii da
Phat ban Thrding gap -
F];fu ban dang dat san - Thudmg gap
May day :I_t ap Rt hiém gap
Phil mach i!s gap Rt hiém gap
Ban xuft huydl - [t gdip
Tingubmbbei o .
Phén tmg nhay cim vl dnh it pap* ] Chuga v tin suit
Sng
;ﬂgng nude - it g.'a;" | S
Ba;h_vﬁ:.r n-l:n efim m;rné_ll'mn Hitm glip* Lo
Hﬁnn; ban da dang !I’tﬁl hiém gilp_ : e 1
Hu:mi tur L.Imc;n,g_ bi nhiém dée - Rét hidm gip
TG chimg Suvicaistins - Rat hiém gip
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Trang 21/ 28
MedDRRA CTiie dyng khing mong mudn | Tihn suil
RiinlogkHa | Perindopril Indapamide
| hé co quan |
Ridi logn o xwomng :T_‘.hulfxt it Thwrémg gip Chara rd tin suit
vami lign két - - y =
Lam xAu di tinh trgng biuh |- Chua £ tin suit
lupus ban do lan ton cdp tinh da
ed truvee do .
[3au khép It gap*
Baul e it gap* \Chira 1@ tiin sudt
Yiu cor : i{:hua 1l 1én suft
Tiéu co viin - Chua vt tfin suft
i logn thiin vi 'Suy thin it gap Rét hidm gip
tiét nigu - — il
Suy thin cip tinh Figm gip -
Vi midtu/ Thiéu nigu \Hiém gip®
Riii loan co quan Liét duomg o gap It wap
sinh san vi tuyin
Vi
Réi loan chung  Suy nhupe co thé ;'I'hu{mg wip -
Bau nguc it gp® -
Kho chju It pap® -
Phu ngoai bién it pap® -
S0 [t gap® -
| — =
[ |
\MEt moi = Higm gap
Xeét nghigm/ (Tang vuré huyet lit gap* .
" ; ! : 3 =) Sl
e ol 'Tang creatinin huyét ;ll gip* -
i ¥ e s

e ——

ol e - B B T R

05€



https://trungtamthuoc.com/

Trang 22/ 28
MedDRA | Tde dung khing mong muin Tiin suiit
Phin logi theo J el = ==
Perindopril Indapamide
hi eo guan
:Tﬁ.ug bilirubin méu Hiém piip .
!Ti:"ing enzym gan Hidm gap Chura rd thin sudt
‘Ciiam hemoaglobin va gidm Riit higm gap -
[hematoerit |
— | —
"Tang dudmg buyét - Chura rf tin sudt
Tang acid uric mau = Clra rdi tan sudt
ey F— - ——
Kéo dai khoang OT trén difn |- Chusa rid tén sudt
tim
o ot - 1 — —
Chiin thwong, ngd Mt thing hiing it gap* -
dfic va hidn chimg

. T::::rr suet dhege tinh todn e ede thie nghidm ldm sdang dai vai cie tde dung khong mong
mudn degre phat hign G bdo cdo o phat,

Trong nghigu ciu phase 1T vi phase 1] vé finh hirdmg cta indapamide 18n néng & kali
huyét tuong, két qua cho thay the dyng phy thude vao lieu coa indapamide:

+ Indapamide 1.5 mg: MNong i kali hu:.-'él < 3,4 mmeol/l xdy ra trén 10% bgnh nhin v
néng 5 kali huyét < 1.2 mmol/l trén 4% bénh nhin sau 4 — 6 tuan diéy tr. Sau 12 tusdin
didu tri, mire gidm trung binh cia kali hrvet 18 0,23 mmolfl.

+ Indapamide 2,5 mg: Ning d6 kali huyét < 3.4 mmol/] xdy ra trén 25% bénh nhin va
n-Etng ¢ kali huyét < 3,2 mmol/l irén 10% bénh nhén sau 4 — 6 tuAn ditu tri. Sau 12 win
dicu tri, mire glim trung binh coa kali huyet 14 0,41 mmol/L,

Bio cio ede phin dmg oo hai: Hiy béo ngay cho bic =T hoje duge si nhimg phin fing o
hai khi s dyng thude, ké o cfie the dung chua g ligt ké, hofic bdo cdo cie phan (g cd
hgti ctin thude v& Trung thm Thing tin thude va Theo d&i phan dmg o hai cia thude (bio
cho ADR cnline tai dia ¢hi htip://baccaoadr.vn)

QUA LIEU VA CACH XU TRY
Cruet lién!

- Tae dung khdng mong mudn hay wip nhiit trong trromg hop qui lidu 14 ha Im;n.w‘::léq‘_n, d6i khi
kém theo bubt ndn, nén, chudt rit, ching mdt, budn ngd, i loan tim thin, tiéu it ¢ thé
lién trién thanh v niéu (do giam thé tich wén hodn), Ri loan mudi vé nude (Ha natri
huyét, ha kali huyét) co thé xdy ra.
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Caeh v il

- Bién plmpﬁéu tién cin thie hign 1 nhanh chdng thai trir thude ra khéi co the qua dudng
tidy hoa bing cdch nin da day hodc uéng than hoat tinh, sau a6 b djch va edin bing dién
gidl tai trung tim chuyén khoa cha dén khi cic chi s6 ndy tro lai binh thudmg.

- Néu xdy ra ha huyét dp dang ké, dit bénh nhin &t thé ném ngla voi diu by thip. Néu cln
tién lnh truyén Goh mach nude mudi dHng truong, hode oo the sir dung cae bign phap ting
thé tich tudin hoan.

- Dang o6 hoat tinh cta perindopril 13 perindoprilat nen duge thém phin.

PAC TINH DU LIC HOC

Mham the dung dwge 1y @ Perindopril v thude loi tidu,

Mi ATC : COUBADE,

- APIPERIN Ex 1 su phfi hop cia perindopril arginine (14 thube (e ché enzym chuyén) véi
indapamide (13 thudc lpi tiéw nhom chlerosulphamoyl).

- Whiing tinh chit dwge 1§ cia thube 1 tinh chit dwoe 1§ cia méi thanh phin xét riéng, thém
v d6 12 tde dung hidp déng ctn hai thinh phin mang lai.

Co ché tie dyng dirge 1y:

Litn quan & APIPERIN Ex 2,5/ 0,625 ©
APIPERIN Ex 2,5/ 0,625 tao tAc dung hiép déng chdng tang huyét dp ciia hai thénh phin
trén.

[ifn quan Wi perindopril:

- Pevindopril ire ché enzym chuyén, enzym chuyén hoa angiotensin I thinh angiotensin 11
(mibit chiit co mach); ngodi ra, enzyvm nay kich thich tiét ra aldosterone tir vo thugng thin va
kich thich sy giang hia bradykinin (mét chil gign mach) thanh cic heptapeptid khong co
hoat tinh.

Diéu dé din dén:

t+ Giam tiét aldosterone.

+ Tang hoat tinh cia renin huyél wemg, vi aldosterone khong con tic dung diéu hoa ngugre,

+ Clidm sie can cha todn bi mach miu ngoai vi, i tién tae dung trén bE mach 02N O e va i
thin, khing kém theo gitr mudi va nude hodic phin xa nhip Gm nhanh khi ding déa ngay.

b Tée dyng ching ting huvét dp clia perindopril cling thity xuit hign & nhimg bénh nhin co
nong 46 renin thap hode binh thusmg.
- Perindopril the hign the dung théng qua chit chuvén hod co hogt tinh cha nd la
perindoprilat. Cic chiit chuyén hod khic khing con hoat tinh.
- Perindopril lam gidm cong tim do;

+ Lam gidn tinh mgch, oo thé do lam thay d6i chuyén hod cia cic prostaglandin: lim gidm
tién ganh.

—

Lam gidm sire can c0a hé mach mau ngogi vic (oam hiu ganh.

- G

05%

lal

Ly e



https://trungtamthuoc.com/

Trang 24/ 28

- Mhitng nghién ci tién hinh wén bénh nhin suy tim cho thiéiy:

+ €6 sy gidn dp lye db diy cia tdm thiit phai v trdi.

+ Gidm sire cin cia toan b hé mach mau ngopi vi,

b Tang cung lnong tim v cdi thign chi 58 tim,

+ Tang Iuu lugng méu trong co,

+ Cac két qua trong céc thir nghidm vin ddng cling dwgc cai thign,
Lién guan t& indapamide:

- Indapamide 1a diin xudit sulfomamide eé mit nhin indole, co lién quan vé dwgre I véi nhom
thubc i tigu thiazide. Indapamide e ché sy tai hip thu natri & vo thin, Thuée ndy lam
lang sy bii tié nati va clorid qua mroe tidu vi cling m ting bai tiét mit phiin kali v
magnesi, qua dé [am ting lopng nude lidn b té v cd tae dung lam ha huyét ap.

Cilie the dyng dwge 1¥:
Licn guan ton APIPERIN Ex 2.5/ (1,625

- O bénh nhin tng huyét dp & moi lira wi, Penndoprilfindapamide 2,5 mg/ 0,625 mg eb tic
dyng chong ting huyet ap phu thude lién trén huyét &p dimg mach tdm tha i @m trong
i khi ndm ngtra hode khi dimg, Téc dyng ching ting huyét dp ndy kéo dai toi 24 gid, Sy
gidm huyét dp dat dige trong vong chia déy mit thing ma khéng xay ra quen thube
nhanh, dimg diéu trj khing gdy tde dung boi img. Trong cic thir nghiém lim sing, phii
hop perindopril v indapamide s& tao tac dyng higp dbng vé ching tang huyét 4p co lign
quan téi higu lye eda ting thude khi ding ridng e,

- Picxel, mot nghién ciu da trung Bm, ngdu nhién, i dii, eo dbi chimg so sinh v
enalapril, dia trén siéu &m tim. 13 nghién cim d& dénh gid hidu qua cioa phdi hep

perindopril! indapamide trong vige lim giam phi dai thit wéi (LVH).

Trong nghién ciru Piexel, cac bénh nhiin tdng huyét ap kim phi dai thél tri (LVH) {duore
dénh zia b chi s6 khéi cor thi tdi (LVYML) >120 g/m® & bénh nhin nam va >100 gfm® &
bénh nhin nir), duge chon l'IHElI nhién vao 2 nham digu tri rong vong 1 ndm: hojc ding
phai hop perindopril tert-butylamine 2 mg (twong ducmg voi 2,5 mg perindopril arginine)!
indapamide 0,625 mp hodc ding enalapal 10 mg, via | lin dimg trong ngdy.

Diyra tén mire huyét dp coa hénh nhin, lid ding cd the dunge didu chinh 16 liéu perindopril
tert-butylamine B mg (wwong duong vai 10 mg penindopril arginine) va indapamide 2,5 mg
hofic enalapril 40 mg mdt lin ding trong ngdy. Chi ¢d 34% cde bénh nhin duy tri liéu didu
trj perindopril tert-butylamine 2 mg (lwomg duomg vin 2.5 mg perindopril arginine )
indapamide 0,625 myg {so véi 20% bénh nhin duy trl ligu digw i enalapril 10 mg).

Vio cudi gini dean didu i, chi & khoi co thit trdi (LVMI) gim nhidu hon déng ké o
nhim ding perindopril! indapamide (-10,1 gfm®) 5o v (-1,1 g/m®) & nhém ding enalapril
tén thng s& bénh nhin dirge phiin ngiu nhign hod. Sy kbde bift vé chi s0 khoi co that tréi
gifia 2 nhom 14 -8,3 g/m® (CT 95% (-11,5; -5.0). p=0,0001),

Panh gid vé huyét ap, sir khae bigt gitra hai nhom dwge phiin ngau nhign la -5,8 mmHg (CI
059 (-7,9; -3,7), p=0,0001) vdi huyst ap thm thu va -2,3 mmHg {(Cl 95% (-3.6; -0,9),
p=(L0004) véi huyét dp thm truomg, trong 6 nhdm ding perindopril! indapamide dirge
kidm sodt 1ét hom,
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.l.

Lién quan i perindopril:

Perindopril cd tic dung Irén it cd cdc mic db cha thng huyét ap, tir nhg déi! vita hofic
nding, Sir giam huyét dp ddng mach im thu vi thm tnrong dat duge o cf tur the nim ¢ling
nhur tur thé dimg.

Téc dyng ching ting huyét 4p sau khi ding mét licu duy nhdt s dat t6i da trong véng 4
dén 6 git va kéo dii trong 24 gid.

Tée dung phong bé enzym chuyén tén tai sau 24 gié viin dgt & mire cao, con khodng 30%.

Vi nhitng bénh nhin co dip tmg véi thude, huyét dp =& duge binh thuimg sau khoang |
thing va duy tri dwge mi khing ob hién tuimg quen thude nhank.

Vige ngimy thubc khong giy tic dung b tng trén huyé dp.

Perindopril cé tinh chit lam gidn mach vi phye hii lai tinh dan hoi ede cic mach méu
chinh, sim chiva nhimg thay 461 vé hinh thai mé hoe trong che ding mach o lyre ciim va
lam gifum sy phi dai cia tim that il

Khi efin thids, ding thém thude Lol tiéw thinzide s cho tic dung hiép g cong.

Phdi hop mot thube (e ché enmym ehuyén voi thude lyi tiéu thiazide s& lim gidm nguy co
b kali meu do thude lod tiéu tao ca khi ding riéng.

Lién quan tii indapamide:

Diing theo dom i iy, indapamide b tic dyng ching ting hu yét fp kéo dai rong 24 gid,
Che dunp nay dat duge ngay voi che lidu ma tae dung lei nigu L thap nhat.

Téhe dung chong tang huydt p cia indapamide tf 1& thudn véi mirc db cdi thign chi ning
elig ding mach va mire 46 giam sire ¢dn cda todn b hé mach mau ngogi vi.

Indapamide Lam giam phi dai tim that trii.

Khi d!'.‘l:nE qui Tidu thude lgi tiéu thinzide va thube loi tidu cd lién quan dén thinzide, thi tée
dung chong tang huyét dp duy tri & mire binh nguyén trong khi cic the dung ¢ hai lai tang.
Viy neéu digu trj khing c6 higu qua, thi khing nén ting ligu,

Ngodi ra, vige ding indapamide ngin ngdy, trung binh vi dii ngdy trén bénh nhan ting
huyet ap di duge chimg minh:

Khéng anh huémg 67 chuyén bod lipid (iriglyeeride. LDL-cholesterol v HDL-cholesterol)
Khéng ¢b dnh hudng 6 chuyén hod hydeat carbon, ngay eé & bnh nhin ting huyét dp
kém dai thao dudmg.

Dk ligu v tha nghiém lim sing phong bi: kép hi renin-angiotensin-aldosterone (RAAS):

Hai nghién el lom ngdu nhién, cd kiem chimg ONTARGET (So sanh telmisartan dom tn
lidu v phéi hop v eamipril teén cde két epe tim mach) v VA NEPHRON-D (Nghién i
cha Veteran én bénh ¥ thin & bénh nhin dii thao dutmg) da kiém chimg vige sir dyung
phél-i hop thudic e ché enzym chuyén vin de ché thy thé angiotensin I1.

ONTARGET duge thire hién trén bénh nhin ¢o i_iéﬂ sir bénh tim mach hofe bénh mach
i nde, hofie bénh dai thio dudng tuyp 2 di cb bang chimg 1on thuromg cor quan dich. VA
NEPHRON-D la nghién etra thuc hién tén bénh nhin ddi théao ddmg wp 2 va bénh nhin
¢ty bénh thin do d4i thio didmg.

Cic nghidn cim ndy 43 chi 1@ ring khiing thiy higu qua rd rét nio wén thin vihoje tim
mach vii 1y 12 tr vong, trong khi nguy co ting kah hoyét thanh, tén thuemg thin cp
vivhotic ha huyét ap tang 1én so vai dicu trf dom 16 mit loai thude,
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¢+ Do cb dfe tinh duge dong hoe hromg ty rihaw, cde kit qua niy eling lign quan dén vide sir
dyung thudc e ché enzym chuyén khic va cle thuoe (e ché thy thE angiotensin 11,

+ Do dé khing nén sir dyung dong thal ce thubc ire chi enzym chuyén véi cdc thube be ché
thy thé angiotensin 11 trén nhimg bénh nhin co bénh thin do dii théo dudng,

¢ ALTITUDE (nghién ei vai tré aliskiren tén bién 0 tim mach v bénh thin & bénh nhin
i thio dutmg tusp 2) 1a mit nghién etu duge thiét ké nhdm dinh gid higu qué cla vige
chng thém aliskiren vao nén didu trj chudn dang ding (e ché enzym chuyén hodc e ché
thy the angiotensin 11 trén bénh nhin dai thio duimg tuyp 2 vé suy thin mén tinh, binh Iy
tim mach, hodic e hai. Nghién ciu @i phai dimg sém do vige ting nguy co etda cde hién co
bt i, Tir vong tim mach va dit quy duge guan sit vl tin sudt nhiéu hon & nhém ding
thém aliskiren so voi nhom placebo, cdc bién cb bit loi thong thutmg va nghiém rong
{tang kali, ha huyét dp, suy thin) cling duge bio cio vii téin sudt nhidu hon & nhém ding
aliskiren so vai placebo.

Tré em

Hién chira et dir liéu vé vide sir dung Perindopril! indapamide 2.5 mg/ 0,625 myg & ¢ em.
PAC TINH DUGC BONG HOC

Lién quan téi APIPERIN Ex 2,5/ 1,625

Phii hep perindapril véi indapamide khong lm thay doi tink chit dwge dong hoe cia cd
hai thude so véi khi sir dung riéng 1.

Lién guan toi perindopril:

Héip tha:

Sau khi dimg theo duimg uing, sir hip thu perindopril xiy ra nhanh, ning d6 cue dai dat
durgre trong ving 1 gidr, Thixi gian bin thai coe perindopril trong huyet tuong 1a 1 gid. Thire
fin lam gidm su chuyén hoa thinh perindoprilat. Vi viy, dé tiing sinh kha dung, perindopril
wprginine nén duge ding theo dudmg udng mdl lin mdt ngay vao budi sing trude bira an.
Phn b

Ihé tich phin b la vdo kbodng 0.2 L/kg véi perindoprilat khing lién két. Ty II&
perindoprilat ién két vii protein cia hu:.rrﬁ! twong biing 20%, chi yéu véi enzym chuycn
dai angiotensin, nhung lai phy thuge vio i dé perindoprilat,

Chrydn hida.

Perindopril 14 m:jtfthuéu dang tién chat. 27% cda lrgng perindopril w:‘:mlg viio chuyén véo
miu dudi dang chit chuyén hia co boat tinh la perindoprilat. Ngodi chat perindoprilat co
hogt tinh, perindopril ¢bn tao ra 5 chdt chuyén hoa khéc déu khing b hoat tinh. MNéng 4o
cure dai ella perindoprilat xudl hién trong vong 3 dén 4 gid,

Theal trie:

Perindoprilat duge dao thii qua nude tidu, va (hii gian bin thai con lai (lerminal half-life)
ciia phén khing lign két v protein 13 viio khoang 17 gid, tao ra trang thii tn dinh kéo dai
trong vong 4 ngdy.

']
El

Tuyia tindu kg fuyén tinh:

Pi chimg minh 1 co quan hé tuvén tnh gitka lidu ding perindopril va nbng 46 chat nay
trong huyet tuemg,
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Céc d&i twong die bidt:

Newedi gia:

Sy d4o thai perindoprilat giam O ngwdi cao tudi, va ca o nhimg bénh nhin suy tim hay suy
thidin,

Sy fhgin:

Viée higu chinh lidu ding trong trdmg hop suy thin 1a cdn thigt, v mie higu chinh phu
thudic vao mire do suy thin {40 thanh thai ereatinine ).

Trong truemg hop chay thiin: D4 thanh thai perindoprilat qua tham tdch 1a 70 mL/phin,
Aer garin!

Béng hge cia perindoprilat b thay diii & nhimg bénh nhiin xe gan. B thanh thai qua gan
cua chit ndy gidm xudng con mot nua. Tuy nhién, hrong perindoprilat hinh thinh khéng b
gidm, vi do d6 khang cin phai higu chinh ligu.

Lidn guan 161 indapamide:
Hép thu:

Tndapamide hip thu nhanh v hoin todn qua émg tigu héa. Nong di dink trong huyét tuong
¢ nguin dat duoe vaoe khoang mdt gid sau khi vong thutc,

Phdin bi:
Gan TO% vio protein hu_',.'ét fromg.
Chupén hda v th teie:

Théri gian bin thai weng khoang 14 - 24 gid (trung binh 18 gid). Ding lién tye khong gay
tich Ly thudie. Do théi u:hu;.réu quia nudre g (T0% cia hieu ding) va qua phan (22% clia
lidu dimg) dwdri dyng edc chat chuyén hoa mit hoat tinh.

Cée dbi wong dag biél:
Suy thiin: Duge ddng hoe cia indapamide khing thay d6i & bénh nhin suy than.
QUY CACH BONG GOl
Hép 3 i %10 vién, ti hudmg ddn sir dung thude. (VI nhém — nham)
Hip 5 vi % 10 vién, té hwémp dén st dung thude, (Vi nhém — nhim)
= Hop 10 vi x 10 vidn, i hirdmg clfin siv dung thude, (Vi nhém — nhiom)
- Hop 1 chai x 30 vién, tir hudmg dan sir dyng thudic. (Chai HDPE)
Hép | chai x 50 vién, tir haimg din st dyng thude. (Chai HDPE)
Hip 1 chai x 100 vién, torhuwdmg dlin sir dung thude. (Chai HDPE)
- Hép 1 chai x 200 vién, tir hadimg diin sir dyng thude. (Chai HDPE)
BIEU KIEN BAO QUAN, HAN DTNG, TIEU CHUAN CHAT LUGNG CUA THUOL
- Pitu kifn bio quin: D¢ noi kb édo, trinh anb sang, nhigt i dudi °c.
- Han ding: 36 (hing ké tir ngdy san xudt,
- Tiéu chuin chiit lwgmg: Tidu chuin oo se (TCCS),
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CO S0 SAN XUAT
Ciing ty Cii phiin Duge APIMED
Pia chi try st 263/9 Ly Thuimg Kigt. Phuimg 15, Qudn 11, thinh phé H& Chi Minh, Vigt
Mam.
- Bia chi nhd may: Budmg N1, eym eéng nghigp Pha Thanh - Vinh Thanh, x& Vinh Thank,
huyén Mhon Trach, tinh Béng Nai, Viét Mam,
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