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Trang 2/ I8

Blicisic i i i
" Vién nén bao phim APIPERIN Ex 5/ 1,25
“Boe kit hirdng diin si dung triede khi dimg "
“DVé xa tim tay tré em”
“Thuie way chi ding theo don thube™
THANH PHAN CONG THUC THUOC
Méi vién nén bao phim chira:
- Thénh phén dwee chit;
e T N o s S e e A L L R S i i e
- Thanh phin ta duge:
Maltodexirin, lactose monohydrate, sodium starch glyveolate, colloidal silicon dioxyde,
magnesium stearate, hypromellose 2910, polyvethyvlene glyeol 6000, glycerin, titanium
dioxyde,
DANG BAO CHE
- Vién nén bao phim.
= Wién nén trdn, bao phim mau m"mg den IJEIIE ned, mot mat trom, mat mit o vach ngang.
CHI DINH
- Thuée APIPERIN Ex 5/ 1.25 duoe chi dinh diing trong cac trrong hop sau:

+ Bidu i ting huyét dp & ngudd 1o,

+ Thubc nay duge chi dinh cho nhitng bénh nhin md huyét dp khing kidm sodt duoe v don
trj liéu bang perindopril.

CACH DUNG, LIEU DUNG

% Cach dang:

- Thudc diing hiing duémy wong.

- Nén ulng mdt [iéu duy nhit vio budi sing, ubng trude biva 3n,

% Lidu di ng: Theo hrdng din cia bic s3.
Liéu thurémg ding: Udng | vién x | lin / ngay,
Néu o6 thé, nén didu chinh lifu thude d8i vai timg thanh phan riéng biét Nén ding
APIPERIN Ex 5/ 1,25 khi huwét dp cia b¢nh nhin Khing thé kiém soit bing perindopril

arginine 2,5 mg/ indapamide 0.625 mg (néu o thé). Néu cé thé ép dyng mén 1am sing, cé
the cin nhic vide chuyén tnze tiép lidu phap diéu trj don 18 thank didu tri bing APIPERIN

Ex 5 1.25.
= Nhém dbi tuomg diic big
Newii cao tudi:

- Bénh nhin cao tudi cé the duoc didu tr sau khi xem xét dip img v huyét ap va chire néng
thin.
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Beénh nhan suy than:

- l.'_'hi]ng chi dinh ding thude wén bénh nhin suy thin ndng (&) thanh thai creatinin < 30 mi/
phit), f

- O bénh nhin suy thin trung binh idﬁl- thanh thai creatinin tir 30 — 60 ml/ phir), khuyén cdo
khdi tri vai lidu phit hop o dang phoi hop rin.

-0 ‘bénh nhin co 4§ thanh thii creatinin = 60 ml phit, khing nr::m higu chinh lidu.

- Cén két hop viée tii khim thurdmg xuvén vi kiém sodt dinh ki nong dd creatinin va kali.

Binh nhin suy gan:

- Chdng chi djnh diing thube & bérh nhin suy gan ndng. Khéng cin hidu chinh lidu & bénh
nhén suy gan trung binh

Treé em wi tré vf thinh nién:

BXj an todn vi higu qua coa APIPERIN Ex 5/ 1,25 trén tré em vi tré v thinh nién vin chua
duge thict 1ip. Khang nén su dung APIPERIN Ex 5/ 1,25 cho tré eon va tré vi thénh nién.

Néu quén uing miIt litu thude, nghrm hénh uding ngay khi nhd. Tuy nhién, néu gin thiv
gian wdng 1idu 1idp theo thi bo qua lidu 43 quén. Khing wéng eip dai lidu dd bi lidu di
quén.

Tham khao ¥ kidn bde s0 truede khi sir dung thuie.
Khdng co yéu ciu die bigr vé xir 15 thuoe sau ki sic dyng,
CHONG CHI DINH
Lién quan dén perindopril;
- Qua man vai perindopril hay véi bat ky thude irc ché enzym chuveén nio khic.
- Ci tién sit bi phit mach (phis Quincke) kki ding thude (e ché enzym chuyén trude do.
- Phivmach do di truyén’ nr phat,
= Phy nir ¢ tha trén 3 thing.

- Sir dung ddng thin v cie san pham chira allﬂli:tr::n trén bfnh nhan da thao dwimg holic
suy thin (48 loc ciu thin GFR < 60 ml/ phit’ 1,73 m*).

= 5Su dung dﬂng thai v ligu phap E.u:.ul.'.-LI:nl valsartan. Biéu trj vl perindopril nén duge bt
dau sau it nhit 36 gidr ké ur liéu cudt cling cua sacubitril’ valsaran.

- Cée didu tr) ngodi co thé din dén viée méu tidp xic vai cac bé mat tich dién dm.

Hep déng mach thin hai bén hoje hep ding mach ding k& dan dén con chire ning thin mat
ben.

Lién quan dén indapamide:
- Qud man vai indapamide hode bét e sulfonamide nio khac.
= Suy thin ndng {40 thanh tha: creatinin < 30 ml: phut).
- Bé¢nh ndo gan.
= Suy gan ndng.
- Ha kali huyét,
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Lién quan téi APIPERIN Ex 5 1.25:
Qud mén v bt k¥ thinh phin ndo eda thude.
= Do chua 6 di dir ligu lam sing, khing nén ding theoe cho cic doi nrgmg sau:
Bénh nhin thim tich méu
Bénh nhdn suy tim mit bii chua duoe dicu tr.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Thién trong dic bigt:
Thin wrang chung cha ca

- Lithiwm: Khing khuyen cdo st dung két hep gilta lithium véi phéi hop perindopril va
indapamide.

iEn guan ton perindopril;
- Phang tda kép b renin = angiofensin — aldosterone {RAAS):

P cd dit lidu cha thiv sir dung ddng thoi cac thude e ché enzym chuyén, thudc (c che
thy thé angiotensin 11 hnﬁc aliskiren lim tang nguy co hy huyét dp, ting kali huyet va sy
giam chife ndng than (bao gom suy thin cip). Do do, phong toa kép RAAS thong qua vife
sit dung két hop céc thuie e ¢hé enzyme chuyén, thube (e ché thy thé angiatensin 11 hojc
aliskiren khimg duge khuyén cio,

Neu sir ket erl duge xem [ hodn todn cin thidt, chi nén ding dudi sy gidm sit cia bée s
chuvén khoa vi cin duge thee ddi chit ché lhl.mng xuyén chirc niing thin, dién gidi va
hu:,.lr:t ap

Thudic i ché enzym chuyén vi thube irc ché thu thé angiotensin 11 khong nén duoc sir
dung ding thai & bénh nhin oo bénh thin do dii thio duimg.

- Cie thubic gite kali, bd sung kali hodc cde chat thay thé mudi co chive kali:

Khing khuyén cdo sit dyng dong thiv perindopril vdi cde thude gitt kali, b sung kali hojc
cic chiit thay theé mudi ¢d chira kali.

Gidm bach ciu trung tinh/ giam bach can hat! gigm idu cin thidy man;

Bd ¢ béo cdo ve tinh trang giam bach ciu trung tinh' giim bach ciiu hat, giam ln.,u ciiu vil
thicu mau khi sir dyng cic thude ke ché EnZym chu:.nr:n Criam bach ciiu It'l_mjFI lmh it hwm

xiy ra & cdc bénh nhin ¢6 chirc ning thin binh thuémg va khong ¢6 cée yéu o bénh Iy
khée,

Can than lIl:lng khi =i dung p—u.rtnd{upnl trén bénh nhin A bénh Iy mach mau cgllanelh
dang diéu tri ban thudc e ché mn::n djch, allopurinol hodc procaimamide hofic st ﬂun;, kél
hgmp J1hrh'|g yeu to nay, dic bidt ru.*u trudre d6 bénh nhiin 43 cd chirc nina, thén by suy giam.
Mot s0 bénh nhin nay dd co tien mén thinh nhifm Lrurl.g ning ma trong mot vii tnn‘mg
higp khing drip tmg v ligu phap ]-:tl..lm, sinh manh, ‘dtu perindopril dge sir dung & cie

bénh nhin ndy, cin theo déi dinh k¥ 56 luomg bach ciu vi bénh nhin nan dwgo hurdng din
bao céo bit kv diu hidu ndo cua tinh trang ahidm triing (vi dy dau hong, s61),

- Tang huyét g e hep diang meach thin:

Co kha ndng fing nguy co hg huvét ip va suy thiin khi bénh nhin b hep dqmg tnach thin
hai bén hodic hep ddng mach thin diin dén con chire nang thin mét bén duge ditu tr vai e
chi enzyme chuyen.

uL




https://trungtamthuoc.com/

Tramg 5 2H

Digu tri bing cdc thube loi tidu cb thé 14 yéu th déng gdp. Suy chire nng thin thim chi cé
thé xuat hién chi v thay dii nhe creatining hu:,.':":«! thanh trén bénh nhin hep djng mach
than mot bén,

Qud man/ phi mach:

Phi mit cde chi, mdd, i, thanh mdn vi‘hodc thanh quan Jd3 dul;:rr,' hao J;‘.:]U hicm giip o
cac bénh nhin clu-,w: dicu trj Vi cac thube e ché enzym chuyén, bao gﬁm perindopril.
Tinh trang nay co the xidy ra & biit i thin didm ndo trong qud trinh diéu tri. Trong trumg
hop do, cdn MEUNE S u:El,mg perindopril neay vi thit lip ché i Kigm sodr phii hip rhiim
dam bao ngfin ngita nhimg trigu chimg nay tede khi loai el hoan odn ra khoi bénh nhin,
Méu hign frgmg sung tiy chi ;,uur: han 1rén »u.nb mil vii mél, tinh trang nay néi chung dwc

Bidi quyét mi khéng cin diéu trj, mic di thude khing histamine rit hidu qua trong viec
didu 11 tridu chimg.

Tinh tryng phit mach kém phis thanh quin thé diin i vir vong. Trimg h-;rp phu b,
thanh mén hofic thanh quan ed thé s giy ra tic nghén duimg tho, khi 46 cin tién hanh
tiém dudi da dung dich epinephrine 1: 1000 (0,3 ml t6i 0.5 ml) v’ hodc xi IV 4 dim bao
giai phang dwomg the cia bénh nhan.

Bénh nhin da den sir dyng thude e ché enzym chuvén o6 ti 18 phit mach cao hon so v
nhdm bénh nhiin khac.

Bénh nhin e tién sir phit mach khing lign quan i thube ke ché enzym chuyén cb thé gin
ting nguy co phit mach khi sir dyng ce thude nhém niy.

Tinh tryng phit mgch hé tiéu héa &3 duge béo cio hiém gap & bénh nhan didu tri bing
thude e che enzvm chuyén, Mhitng b¢nh ahin ndy cd bidu hién duu bung (c6 hodc k]:ung
ot budn nén hodc nén); trong mdt s rung hep khong oo bidu hién phi mat bao mude vi
ning di C-1 enterase & mikc binh thudmg

Phii mach dwoe chin dodn bing quy trinh bao gom chyp CT byung hoje siéu dm hode khi
phiu thudt va cic tridu v:h:mg duge cai thign sau khi ngirng ding thude e ché enzym
chuyén, Phi n‘-aﬂh tidu hoa nén duge s dung lim diu hié¢u 3¢ chin doan phin biét bénh
nhiin sit dyng thudc tc ché enzym chuvén cb bidu hién dau bunyg.

Phoi hop perindopril voi sacubitrilivalsartan duge :Ilrfing chi dinh do lim ting nguy co phu
mach. Sacubitril/valsartan chi duge bit diu dimg 36 gid sau khi két thiie lifu cudi cing cia
perindapril. MNéu n.l:éu irj hanb sacubitril valsartan dimg, ligu phip perindopril chi duoe bt
din 36 gitr sau lidy cudi cimg cia sacubitril/valsartan,

Sir dung dong thin thude (e che enzym chuyén vai thube ire ché NEP (vi dy racecadotril),
thude e ché mTOR {vi dy sirolimus, everolimus, emsirolimus) vi cac gliptin (vi du
linagliptin, saxagliptin, suaghplm wtd.:g]mtm} oo The ting nguy cor phit mach (vi du sumg
tay duimg thir hojic ludi, eo hode khdng cd suy hd I1.'1rﬂ Do da, can danh gia lgn ich - nguy
co mdt céch cin thin trede khi bit ddu didu tr véi che e ché NEP {nhu racecadotril) trén
be¢nh nhidn dang dimg perindopril.

- Siic phin vé trong qud trinh gigi min cim.

M@t 50 béo cao dom 1& v bénh nhin bj sbc phin vé duy tri, d¢ doa tinh mang khi dl‘:ng
thute frc ché enzeym chuyén trong qud trinh gidi min cam nec dde cia cde lod cinh ming
(ong. edn tring), Cac thude irc ché enzvm chuvén nén dwoe ding thin trpng & cic bénh
nhin di img dugc giai mdn cam va trinh ding cho cée bénh nhin dang st dung liéu phip
mien dich dé gidi noe dde.
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Tuy nhién, nhimg phan ing nay b the dirge ngin chin i:nfmg cach ngung sur dung_ tam thin
thuu-l, irc che enzym chuven it nhit 24 gitr troe khi diéu tri kit hip thutc e L-hl: enzvm

chuyén va gidi man cam.

. Sﬁcpm;'m g fromg gued teinek lpe logd Bpoprotein i frpig mﬂp (L)

Hicm gip trudmg hop sibe phan vé de dos dén tinh mang & e binh nhin s dung thude e
chi enzym chuyén trong qué trinh lpe logi ba LDL bﬁng dextran sulfate. Céc phin (mg niy
ch the duge phong trinh bing céch ngung st dung thude e ché enzym I..-l!.Lt}"Eﬂ trude mai
lin loc loai.

- Bgnh nhin thilm rdeh miu:

8¢ phin vé 83 dwoc bao cio o cac bénh nhén thim tich mau hme rnun.g tdo dd cao (vi du
ANGFE} va diéu trj -ﬁﬁng thivi vihi thude e ché enzym chuyén, O l..m: 1:r¢n|:| nhién n:a_',r nén
cin nhae si dung logi ming thim téch khde hodic sir dyng nhém thude chﬂnp__ ting hu:.-'ét ap
ke,

- Tidng aldosteran npuyén pl;

Cac |:|¢115h nhin bi bénh thng aldosteron nguyén phit khong dép ng vii che thudc Lhﬁng
ting Imyr:t ap tIL{rng qua e chi hi renin = angiotensin, Do 36 vide st dung thudc nay
khang duoe khuyén cilo,

- Phy nir ca vhai;

Khing nén dung thude e ché enzym :huy:n trong thin gian mang thai. Trir khi vige tjep
tuc s dung thude u'i: ché ey L-]]l.l:f'r.'ﬂ 1 cin thl:ll phy nir co ké hoach :mﬂ::lg thiti nén
thay dai lidu phﬂp dicu Lri tAng hu:.-'-:l: ap vl thude da Ltur,:v: chl.mg minh an m:m khi sir dyng
tren phy ol e thai, Khi duge t:hun I:Tuan la ¢a thai, Hﬁ! diéu trj hiing thudc frc ché enzym
chuyén nén duge ngimg ngay va bat dau ligu phap diéu i thay thé néu co the.

- B¢nh nae gan:

Khi chire ning gan bj suy giam, cic thude loi tidw thiazide va thude g tidu lién quan
thiazide co the ga}' ra 'l'l-r.*nh ndo do gan, dic bidt trong tnmm: hop mat cén hmF dién gid,
bénh ndo gan co thé tien trién din téi hén mé gan. Nglmg st dung thude loi ticu ngay 1ap
tire néu tinh rang niy iy ra.

- Nhay cam vdi dnh sdng:

Cic tn.tr_mg hl;)p bénh nhin nhay cim vii dnh sing di duge 'uaﬂ cdo vi thude lgi tiew nhém
thiazide vi cac thuoe lgi tiéu lién quan 101 nhom thinzide, Neéw cic phan tmg nhay eim v
dnh sing xdy ra trong qud trinh didu 1, binh nhin duge khuyén cdo ngimng s dung thude,

New vige thi sir dung thude lgi tiéu 1 can thiéy, khuyén cdo bénh nhin bao vé céc vimg da
tiep xic v anh ndng mat trod hodic tia UV A nhin tao.

Thin trong khi sir dyung
Thin trong chung che ¢d perindopril vd indapamide
- Suy thin:

Thuée durge i:ht.‘mg chi dinh vini cac bénh nhin suy thin ning (40 thanh thai creatinin < 30
il phat).
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Mat s bénh nhin tﬁn; huyét ap khong ¢6 bidu hién ton thm:mg thin trude do nhung két
qua x¢t nghiém mau thin cho thiy chirc ning thin bj suy giam, b¢nh nhin nén ngimg
thude va co thé bat diu diéu tr lai véi lidu thﬂp hode dom trl vids mdt trang hai thinh phin.

O nhimg bénh nhin kY, can thuong xuyén theo ddi kali huyét va creatinin sau 2 tuéin {IIE'H
tri va moi hai thing mdt lin trong sudt thiv gian didu tri. Suy thin di duoe bao cao cha yéu
o cac bgnh nhin swy tim n@ng hoac suy thin kém hep dong mach thin.

Khing khu:.rén cho sir dung thudc trén cae bénh nhin b hep ding mach thin hai bén hodc
chi con mot bén thin hoat ding.

- Huyét dp thip vi mat mirde va cic chat dign gr‘:i:'.'
Bénh nhin co nguy co ha buvél ap dit npdt new tewrdie di 0 o tinh 1r:,mg mat natri {8ac

bigt '.m benh nhin hep doag mach thin). De db, cén kifm tra 'ti:mg the cie diu hiéu lim

sang vé sy mit nudec va dign gidi, difu niy cd lh: xa}r ra kém sur tdi dién cia rigo chimg
tidu chay vi ndn. D& v nhitng bénh nhin niy cin tién hanh kiém tra thiuimg xuyén cic
chit dign gidi trong huyét trong.

Trwimg hop hy huyét ap ddng ké can tien hanh truvén tinh mach mrde mudi ding truong.
Ha huyét ap thoang qua khing phai la chéng chi dinh cha vie tidp tue dicu tri. Sau khi tai
13p duge thé tich mdu va huyeét ip binh thuimg, vide dicu trj co thé diwge bit dau lai véi Hiéu
giam hojdc v mt thinh phin don le,

- Nimg df kali;

Sur két hep gita perindopril v indapamide khdng ngan duge sy khot phat cua tinh trang ha
kali hu;.nrt dac biét o bénh nhin Al thie duimg hode suy thin, Giing w1 bit k¥ thube ha
huyét ap nio co chira thanh phin lgi tidu, cin tién hanh kiém sodt ndng o kali huyét
trong.

Cianh béo ti duge:
Thude eo chira lactose, Bénk nhiin bj rii loan di u-uyun hiém gip nhu khing dung i
galactose, thidu hut lactase hoan toan hojc kém hap thu glucose gula-:tu-a.: I-d:nnE nén

diitig thube nay. Neu bénh nhin dugc bic 57 chin dodn ed rdi loan dung nap vin mat so loai
dirdmy nhit dinh, hiy hoi bac 57 triude khi ding thude niy.

Thuéc niy c6 chira dedi 1 mmal (23 mg) natri trong mdi vién nén, vé co ban droe xem
nhur “khong chira natri™.

Lign quan téi perindoprnl:
- Har

Ho khan d& duge bao edo khi st dung cdc thuoe &c che enzym chuyén. Ho thuimg dai
ding vi chim -;Il.n sau khi ngimg didu tri. Néu trigu chimg ndy xay ra, L-EII'I xem xét nguyén
nhin doe vige didu trj. Néu vigc ké dom €ac thuéc fre ché enzym chuvén vin duge lira chon,
¥igc 1||.,p i didu tr cd thé duge ciin nhie,

= Tee emi v bed vj thanh mién:

Hi¢u qué vi kha nang dung ngp cua perindopril, sir dung dom déc hodic két hop, & tré em va
tre vi thanh nién chua duge ching minh,

- Nguy co hg hupdt dp djng mgch vi' hode suy thin (frong trivimg hgp cd suy tim, mdr
nurde vi cac chit dign gii,...):
Viée kich thich mgnh hi lhl::ln.g renin ~ angiotensin — aldosteron ¢ duge quan sit thiy, dac
biét trong triimg hop mat mude va cic chit dién gidi ding ké (do ché 4§ an kiéng khit khe
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khéng cé mudi hode do diéu tri loi tidu kéo dai), & bénh nhin cé huyét dp liae kb tr thip,
hpp ddng mach thin, suv tim sung huydt hodic bénh xo gan kém phil va ¢ trodni
Viéc 1rc ché hé théng nay !Jing cich ding thude e ché enzym chuvén cd thé giy hg hu].rﬂ

ap ds;u: ngdt va' hofic thng ndng do creatinin ]:u:,él 1|.r-.'mg. dic bigt & théi diém bt diu didu
tri va trong 2 tuan dicu tr déu tién din dén sy suy giam chirc nang than.

By kha hign trgng niy xiy ra cip tinh vio thin diém khoi tri, mac do JJ.II'EI'm khi xay ra, va
ciing & nhimg thiri diem khic nhau. Trong nhimg treong hep &6, vige digu tri nén duoc bat
dan v lidu thip v tang din lidu,

- Ngwdi cao fuif;
Can k'lcm tra chirc ndng thin va ncmg di kali huyét tnnde khi bt ddu diéa i, Sau do dicu

chinh liéu theo dap ung hl.l_'glét dp cua bénh nhan, dac biét trong triimg hop mit mrdc vi
dién gidi, nhiim trinh ha hu:ﬁ:l: ap dot ngot.

- Bénh nhin mde chimg xo vita #jng mach:
MNpuy oo b Im:.ret ap ol thé &y ra trén til ca bénh nhin, nhung can dac bidt l.'h'm trong xm

bénh nhin m:!:, bénh thiéu mdu cor tim hode win hodn nio khong dap img du, can bit dau
dicu fFj v lidu [[‘lﬁp & nhirng bénh nhin nay.

- Ting huyét dp do hep dinmg mach thiin:
Diéu tri ting hum:t ap do hep u:t{rng mach thin h:mg cach nmlg mpch. Tuy nhién, cic thudie
irc che enzym -.Huy-.n cd the e higu qua ddi voi binl nhin o bidu hign t.m;, ]'|u'_l.-1.l ap do
hep ding man.,h thin dang chér phiw thudt holic trong truimg hop khing the phau thujt.
Tnrimg hop APIPERIN Ex 5/ 1,25 duge ké cho bénh nhdn cd tign s hu¢c nghi nbu' hep
ding mach than. viéc didu tr) cén tién hinh & bénh '-'1¢n vin In.,u thap va cin kiem sodt chir
ning than va ndng 46 kali, do mat s bénh nhin cd tién trién suy than cé phuc hoi khi
ngimg dicu 1rj.

- Suy fim/ Say iim ngng:
i _benh nhiin suy nm ndng (dd 1V), in khix rluu dH:u tri durdri sy gidm sit chic ché va gidm
I1eu Khong nén dimg vige diéu tri hm:g thude e ché beta @ bénh nhin thng hu'l.réi .||:|- kem

thidu ning djng ma-;h vanh: Cdc chit gc ché enzym chuyén nén duee ba sung vio léu
trinh diéu trj bing thudc chen beta,

- Bénk nhin ddi thdo diing:
Trén nhimg h'.rnli tihan déi thao dudmg pl‘m thuge msulin ih:huynh hr.r-;:mg uing tu Phul: mirc
kali mau), nén khéi dau didu trj dwdi sir gidm sdt chit ché cia nhin vidn v o va liéu thap.

Nen theo dai chiit ché muc duimg mau ¢ nthiing bénh nhin dai thao dwomg da dicu trj bﬂng

thudc dléu tr) i thio du:m_g drimg unng hofic insulin tnnde do, cu thé 1a trong thing dau
tién didu tri v thudc trc ché enzym chuyén.

- Chuing tic:
Twomg ty cdc thude ire ché enzym chuyén khie, téc dyng ha huyét ip cua perindopnil ¢4

thé kém hiéu qua hom trén cdc bénh nhén da den, cé thé 14 do tv 1§ hoat tinh renin ]11.1}'EI:
lramg thip & cae bénh nhin da den ting huvét ap cao hon.

- Phiu thuge’ gy mé

Cic thude e ché enzym nhu:.rcn ot thé piy ha Ilu;-.-'é'r ap trong Ln.r&mg hl;lp phai giy mé, dic
biét khi gdy mé bing thuu:r:: m:r khi niing gy ha |11.|3-'|:! dp. Do dd nén ngimg ding thude mat
ngay trude phiu thugt néu dicu tri bing thude e ché enzym chuyén tae dyung kéo dai nhu
perindopril
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- Hep djng mach cha hoge van hai la’ bgnh cor tim phi dgi:
Ciin thin trong khi sir dung cée thude (e ché enzym chuyén cho cie binh nhin tic nghén
dong mau di ra tir that trai,

- Kuy gan;
Hiém gip truomg hop cdc thude e ché enzym chuyén lidn quan dén héi chimg bit diu
l:uﬁ::" wangz da o omit vi tién 1.r|1..|| thanh hoat U gan lan tha v {dd I-;Jn]l ur vong, Cor ché elia

hiai Lhu'n], nay chua dirge biét ré. Bénh nhin dung cac l:hunl:: ire ché ENEYIN chu:r B Co vang
da tién tricn hodc tang men gan nén ngimg su dyng thuoe va duge theo dai v té phi hop.

- Ting kali huyer:

Thng kali huyét thanh di e ghi nhin trén it &0 beénh nhin sir dung cac thude e ché
enzym chuyén, bao m:rrn penndopril. Cac thude ire ché enzym L]J.U}'EII o thé gay thng kali
huyét do e ché sy Ll.h phang aldosteron. Tac dung nay thuimg khing dang ké trén cac
bénh nhin co chirc ndng thin binh thuong.

Cilic }-Eu th nguy co lam ting kali huyet bao gu:m suy thin, suy giam chic ning thin, tudi
(> 70 o), d6i thio duimg, bénh nhin ¢6 ede hidn m di kém, ftEu: hidt 13 mat mrde, mat bi
timt ¢éip, nhitm toan chuyén hda va sir dung ding this v céc thude lgi tidu giir kali {nhl.r
spironalacton, eplerenon, triamicren, amilorid), cae ché phim bd sung kali hodic ciic chit
thay thé mudi ¢6 ehira kali; hode bénh nhin ding cac thuce khic lim ting kali huyet (vi dy
heparin, co- rnmnaaml I[HII'I1Elh-l]pl'|l11-"3l.llIHI]'H.'I:IH.'I-."H.E-IH} cic thube e ché n.,n.r:].-'m chuyeu
khie, thude (re ché thy thé angiotensin, acid an:-:l'_-,-]sﬂu vlic = 3 gf ngdy, thude ke ché chon
Iopg COMX-2 v WSAIDs b¢ ché khéng ¢hon lpe, cidc ﬂ'tLI.l.'r': rc ché mien dich nhu n:1-:|.mp|:rr|n
hodic tacrolimus, wrimethoprim) va d3c bidt 1a cac thudc khang aldosteron hodc ac che thu
thé angiotensin.

Wige sir dung cic ché phim bd sung kali, cie thudc loi tidu gm kali hodc cac chit thay | thé
mudi eo chira kali, dde bigt i trén cée bénh nhin suy thin, co thé lam tng dang ké nnng
d6 kali huvér. Tang kali huyét ¢ the n;H-_hu_m tromg, dai khi oo thi gily loan nhip dan dén tr
vong. Thén trong khi sir dung thude lgn tiéu gilr kali va thude e »::hé lh'|,: thé angiotensin
E!'-n:l eic doi trgmg dang dicu tri bﬂm.__ [huﬁi: ire ché enzym chu:,.'r:n n:sm tien hinh theo dai
I]L:-I:Ig di kali huj.-'EI: vi chirc ning thén. Nl Viee ding déng thin cic thude ndi trén dugc coi
14 ¢din thiét, edn st dung thin trgng v thuimg xuyén theo dii nong 45 kali huyét,

Lién quan dén indapamide

Cin bing mrdc va dién giai
- Ning di natri
Ciin ki#m tra chc thing s nay tnrdre khi hiit diiu dicu i, sau 06 kidm tra dinh k¥

Gidm nding dgr natri oo the khoi ddu khing co trigu chimg vi do 86 vige kidm o thuimg
xuyén thdng so nay 13 die bt quan trong.

Kiém tea cin Iu:n hanh thudmg xuyén hon & ngwéi gia vi bénh nhin xo gan. Bai k¥ wige
diéu tri bang thudc lyi tiéu nio clng o thé giy ha natri mau, doi khi ¢6 hiu qud rit nghiém
mong.

Ha matri mau viri giam thé tich midu ¢ the din dén mie nunde vi ha huyét 2 ap thé dirng, M

ding thi cdc ion clorid ¢d thé din dén nhifm kidm chuvén hoa ba thir clp: v 18 mie v
mirc 45 cia the dung nay la nhe.
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Nimg i kali

Ha kali huyét 13 nguy co chinh khi dimg A thuiic lini 1u.n nhiém thiazide va thude loi titu
lign quan ton nhom thiazide. Ha kali huyét co thé gav rdi loan co. Cac truomg hop ticu oo
viin 43 duge béo cao, chi yéu 1 trong truime hop ha kali huvdt ning.

Can ngin ngira nguy co bit diu ha kali huydt (< 3.4 mmol/1) & mét sd bénh nhin cé nguy
cr can nhur ngion cao tuoi v’ hodc bénh “‘nhin suy dinh dudmg, dis €6 hay khing co s
dung nhidu thude chng lic, bénh nhin xo gan ¢ phi v ¢6 trudng, bénh nhin bi bénh

mach vanh v bénh nhin suy tim. Trong nhimg troime hop 46, adng 46 ha kali huyén sé
liam gia ting djc tinh trén tim mach coa glycosid tim va nguy co loan nhip tim.

Beénh nhin cb ]:hnang OT kéa dai cing co nguy co, mic di nguyén nhin la him sinh hay
du qué trinh diéu tri, Ha kali huyrzl kem nhip tim chim s& lam gia ting nguy co khi phiat
rii logn nhip tim nghiém trong, dac biét [a nguy oo xodn dinh, cé the din dén or ¥ong.

Trong tit cé cic wuimg hop, cin thuémg xuyén kitm tra nﬁng & kalt huvér, Lin do kali
huyét diu tién nén duoc tién hinh trong tuin diu diéu tri, Néu ndng dd kali huyét thip, cin
hiéu chinh lides Ha kali |'|1.1]-'L.I lign quan dén ha magn:m i!u:,n:l thanh e thé kho diéu tri, trir
khi nﬁng dé magnesi hl.l:."-l:t thanh diroe diéu chinh vé mare binh thuimg.

Nii ng div calod im_rérr

Cac thube loi 1.II'..:I.I nham thiazide va lién quan tm nhnm thiazide co 1]11:: lam giam bai tiét
calel qua muroe tiéu, gay ra sy tang nhg va thoang qua nung a6 ealel huyér. Sy ving ding ké
nong di calei cé the lién quan i chimg cuimg tuyén cin gidp chua duee chin doan.
Trong truwimg hop 44, cin ngumg vigce ding thude tnede khi kidm tra chire ning t-u:,:n cin
giap.

Ning di magnesi huyér thank

Ciic thude i tidu thiazide vi Ihuu-c lori ticu lién quan thiazide bao gom indapamide gy
ting bi tiét MAENES] U NC hicu, dan dén ha magnesi h|.|:..'r;'1

Firormge hu_wr

}':.JLFI] st n&ng di glucose mdn li quan trong & bénh nhin dai thao duomg, dc bift kia
ning dé kali thip.

Acid wric

Bénh nhan cé ndng d6 acid uric trong méu cao 52 ¢é khuynh hudng d& mic bénk it
Chire ndng thin va thuae lei ticu:

Céc thude lgi tién thiazide vi thube lod tidu lign quan thiazide chi phat huy todn b hidu

qua khi chire ndng thin hinh thuimg hode chi suy thin nhe (mire creatinin thap hon khoang
23 mg/ L, wromg dwong 220 pmol’ | & nguin lom).

4] OELWON Cao qul, gLl 1] creatinin huj.rct furong can duoc hiéu chinh theo dd tudi, cin mng
vl gin tinh coa bénh nhan thee cdng thirc Cockroil:

Cl, = {140 - tudi} x cin nding’ 0,814 = ning dé creatinin huyét tuong
Trong da:  Tudi (ndm)

Can ndng (kg)

Ning dd creatinin huydt twong (pmol/).

Céng thirc nay phi hop véi bénh nhin nam cao tdi, & bégnh nhin ni cin nhin két qua voi
(.83,
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Mat nude va mudi do ding thude loi riéu c6 thé gy ra gidm thé tich tudin hoan khi biit diu
diéu trj, din dén giam thé tich lge iu thin, Dicu niy giy ing uré v creatinin et Sy
suy giam chuc ning thin gm thid ndy kKhing gdy hiu qui bit lgi & bénh nhin o6 chirc
ndng thin binh thadmg, tuy nhién co thé lam wrim trong thém & bénh nhdn bj suy thin trede

da.

Vam dgng vién

Cée vin ding vién cin luu ¥ ring thube niy chira thinh phén cd thé cho két qua duomg tinh
v xét nghigm doping.

Trin dich ming mach, cin thi cip tink vi/ hode ting nhin dp gic déng cdp tink
(Glancoma)

Sulfonamide va cde diin chit sulfonamide ¢d thé giv ra phan img dic trmg, dan 3én tran
dich mimg mach véi khiém thi, cin thi thodng qua vi ting nhin dp cdp tinh goc dong,

Cac tngu chimg cua nhifng roi loan mit nay bao gom khen phat cip tinh nhw giam thy lyre,
nur mit hode dau mat, Chc trifu ehimg thudmg xay ra trong vong vii gitr dén vai tedn sau
khi bt diu sir dyng thude.

Bénh ting nhin ap 3::!: dong khing durge dl:u trj ¢ the dan du:n it thi lwe vinh vién, Didu
tri chinh l.a dimng uong thudc cing sém cing 1ot Cin nhic didu trj noi khoa huau, phiu thudt
nhanh néu ap lye ngl nhin khong kiém sodt duoe. Cle véu 1 ngu}' co lim tien trién bénh
thng nhin dp gic ddng cip tinh ¢ thé bao gom tién =it dj tmg v& sulfonamide hodc
penicillin.

SU DUNG THUOC CHO PHU NU CO THAI YA CHO CON BU

Wan cac tac dong di dwoc chimg minh ctia rimg thinh phiin trong phii hop niry trén phu nir
ca thai, khing khuyén cho sir dung APIPERIN Ex 5/ 1.25 trong ba thing diu mang thai.
Chéng chi dinh dimg APIPERIN Ex 3/ 1.25 tir théng thir tur tror di cia giai doan mang thai.

Ching chi dinh ding APIPERIN Ex 5/ 1,25 khi cho con bu. Trén co 50 xem xét tam quan
'[rl;}hg cia ligu phap didu trj nay trén ngudi me, cin qu:.'Et dinh ngimg cho con bd hodc
ngimyg ding thuoe APIPERIN Ex 5/ 1,25.

Fhy nir cd thai va o6 khi nding mang thai:

Lién dén Peri

Khong khuyen eso sur dyng thude ire chd enzym chuyén trong ba thing diu thai ky. Ching
chi dinh sir dyng thude re chié enzvm chuyén tir sau thang thir ba cia thai ky

Biing chimg dich 1 hoe vé nguy i gdy quai thar khi ding thude te ché enzym chuyén
rong ba thing diu cia thai kv van chira dirge xac dinh, twy nhign khang thé loai trir kha
nang oo s Eng nhe nguy co nay.

Trir khi viéc 1H.‘,|‘Il tye dicu tri bang thuic ue che enzym chuyé &n la :,an thiét, I:n-gnh nhin nir cd
ki hogch mang thai cén chuyén sang lidu phap thay thé d3 c6 bing chiing vé tinh an toan
dé didu tri ling hu}rq.t ap & phy nir mang thai. Khi duoc chan doan mang thai, vige digu tri
bing thude i ché enzym chuvén nén ngimg ngay |dp tife vi thay thé bing lidu phip thich
hop.

Vige ding thude ire ché enzym chuyén tir sau théng thit ba cia qua trinh mang tha: duge
cho 1 giy dic tinh trén thai nhi (gidm chic nang than, it dich i, chim phat trién khung
xuomg 50) va d0c tinh trén tré 5o sinh (suy thin, ha hu;,-u.,l up L:mF kali miu). Tnrimg hop
phn nir mang thai tir thang thir tr wd di b i :ll.mg, thuéc e ché enzym chuyén, khuyén
cho bénh nhén siéu im kiém tra chire nang thin va kiém tra hop so.

-

™Y




https://trungtamthuoc.com/

Trang 122

- Tré sosinh ¢ mg s dyng thudc irc chié CnZYm chu}'én nén dugre theo ddi chit ché dé tranh
tinh trang ha huvét dp.

Licn guan dén lndapamide:

- Khéng cb heiic ¢d han ché dir lidu (két qui voi < 300 phy nir c6 thai) vé vide sit dyng
indapamide & phu ndr ¢d thai. Vide s dung kéo dii thude lgi tiéu nhom thiazide wén phy
nir mang thai tir thing thir bay cia thai ki cd thé lam gmm thé tich huyét turong cua nguin
me ciing nhw cung ing méu tr cung-nhay thai, diéu nay co the giy ra chimg thidu médu cpc
bd or cung = ihau thai va Fm chidm s phat trién cia thai nhi.

- Cdic nghign ¢l trdn dong vt khdng cho thily cic tic dyng ¢d hai tre idp hodic gian tidp
c6 lién quan 16i ddc tink sinh sdin,

- Nhu mét bién phap phong ngira, 16t nhat nén tranh s dung indapamide trong thai gian co
thai

Phiy nir cho con b
Khing khuyén cio sir dyng thude trong thii gian cho con bi.

- f_hﬁng chi dinh dimg APIPERIN Ex 3/ 1,25 khi cho con bi. Trén co s xem xét tim quan
trong cia ligu phap dicu trl nay trén ol me, can qu:,rl::t dinh ngimg cho con bu hoac
npimg ding thude APIPERIN Ex 57 1.25.

Lign quan L perindopril
- Do khong ¢o thing tin Ve vige siF dung penndopril trong gian dean ¢ho con bi, pn:rmd::upn!

khing dwge khuyén cho st dyng vi n-Eﬂ ding lidu phip thay thé cd biing chimg vé tinh an
todn én phig nir cho con b, 43¢ bidl ddi vii tré mii sinh hodc 1ré sinh non.

Lign quan ol inda

Con thicu dir ladu v vige bail tidl cua 1|111:1]:|:1de:."1.4|:. chat chuvén haa gua sita mg. {Jua

min vii che thude 13 din chat cia sulfonamide va ha kali mau co thé xiy ra, Nguy co doi
wirl trd nun sinhyse sinb churs duge loas i,

- Indapamide lién quan chit ché wn thude loi tiéu nhém thiazide, nhém thude nay co kha
nfimg Bun giam hodc thim chi ngimg viée tiét sira néy ding trong piai dogn cho con bil.
Chong chi dinh ding indapamide trong thini gian cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAL XE, VAN HANH MAY MOC
Ca hai hoat chit cia thude I perindopril va indapamide vi APIPERIN Ex 53/ 1,25 dew
khéng dnh imung dén st tinh tio. Nhimg cd mgt 56 phan img phy hén quan dén by huyét
dp cb the xiy ra @ mot 54: bénh nhin, dic bigt I giai doan diu cua quﬁ trinh didu tri hoic

khi két hgp v thude n:l:mng ding huvér ip khde. Trong truimg hop niy, kha ning lai xe v
vin hianh may mac cb thé bj dnh hudmg,

TUONG TAC, TUONG KY CUA THUGC
& Twomg tic thu i

Lién guan 1 perindopril v indapamide

Khing khayén edo sir dung déng thii:

- Lithivm: Ting cd héi phl,uw nérng d¢ lithium huyér thanh vi dc tinh di duge bao cao khs sir
dung ding thiri lithium wivi ede thude e ché enzymn :I'l.u\.lr:n Khong khuyén cio si dung

]:I-hl::ll hop perindopril 1-':1 indapamide vai lithium, nhung néu vide ph&] hgp nay cén thiét,
ciin theo ddi chit ché nong d6 lithium huyét thanh,
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Bic bige thin rrpng khi sir dyng ding thii:

- Baclofen: Ting tac dung ha hu:.?-n:t. dp. Theo dai huyét dp va higu chinh lidu cia thudc
chong ting huyét ap neu can thiet.

- Thuoe kh.mg viem khing steroid (NSAIDs) (bao gom acid melylsall.cyllc = 3g/ ngay): Khi
sir dyng déng thi cic thude ire ché enzym n:liu;-.rén viri céc thube khing viém khing steroid
{vi dy acid acetylsalicylic ligu ]chang viégm, NSAIDs irc cheé chon ||;|-|: COrx-2 vi m: cheé
khang chon loc), tac dung ha huyet ap co the bi suy giam. Sir dung dong thin cae thube e
ché eneym. chuyén va NSAIDs co thé lam ting nguy co suy gidm chite ndng thin, bao pdm
suy thin edp va ting kali huyét, d-lTu: bigt trén nhitng bénh nhin 43 o suy gmm chirc nang
thiin trsge di. Sy phii hop nay ein duge ap dung thim trong. dic bigt 14 & ngudi cao i,

Bénh nhin can dugc bin mrac div du vi nén theo dii chirc ning thin khi khi i va dinh k3
sau do,

Thin trpng khi st dung .rﬁﬂng thi:

- Thuoe ching trim cam gmflng imipramide (thude chéng triim cam ba vimg), thude an thin;
Ting tac dung ha hu:."ﬂ’t ap va nguy o ha Eluy&l ap thé dimg (e dung phu).

Lién quan 1 perindopril

= Dir ligu tha nghiém lim sang cho I|'|ﬁ]r' vige phong toan kép hé remin — angiotensin —
aldosteron (RAAS) thang qua =i dung kit horp -:.’y; thuiéie irc ché EnzZyIm EhU}"I:I'I thudc ie
ché thy the angiotensin 11 hoje aliskiren ca tan st xdy o cde tic dung phy nhu by huyér
dp, tng kalt ]1U}El: il suy giim chire ning than (bao gom suy thin l.ap} cao hom so vidi si

dyung thude tie ding lén RAAS don lé

- Cic thude lam ting nguy o phi mach:

Chéng chi dinh sir dung ding thii cie thude e ché e enzym chuyén vin sacubitnl/ valsartan
vi lam ting nguy co phi mach. Méu chuvén ddi diéu tr gmu sacubitril/ valsartan va

perindopril, lidu phip diéu tr sau cin cich it nhét 36 gi¢r ké fir lidu cudt ciing cia thudc
ding tririe 36,

- Cic thude ting kali huyét:

Mac die nong 46 kali !]u} ét thuimyg duge duy tri trong gidi han binh thuémg, d.ng kali huyét
co thé xidy ra & mit 58 bénh nhaﬂ. dicu i vii APIPERIN Ex 5/ 1,25, bt =i I:hum: hodc
phueng phap dicu trj ¢o thé lim ting nguy co ting kali huyét nhar: a11sk|n3r:, mum kali,
thude lgn tiéu gin kali fsplmnnlntu:mc triamterenc I-mac amljnndcj thude 1ic ::hn Enzym
chuyén, thude e ché t thé angiotensin I, NSAIDs, heparin, thude e ché mién dich nhr
ciclosporin© hodc  tacrolimus, wrimethoprim  vi :ulnmnxa:rﬂe (trimethoprim/
sulfamethoxazole), vi mimethoprim duge bigt nhwr 18 mét thude lyi tidu glt‘l kali 1..16:11:
amiloride. Sir dung két hop cde thude nay lam thng nguy co :mg kali huyet. Vi viy, sir
dung Jﬁng_ ':hh-u APIPERIN Ex 5/ 1.25 vdi cde thube :lm.T-u: dé cip o tén In;hnng dugc
L:hu:..-En. cdo. "-uml viée sir dyung dﬁng. thivi duge chi dinh, cin sir dung thin rong vi thudmyg
xuyen theo dii ndng 46 kali huyét.

Chong chi dinh sir dung ding thii:

- Aliskiren: Cae b¢nh nhiin déi thio duimg hodc suy thin, nguy co ting kali huyet, suy chire
nang thin, bénh tim mach vi tr vong ting lén.

- Cac phuong phip didu tri ngoai ca the: Bliéu tri ngodi cor thé diin dén mau tidp xde voi cic
bé miit mang dién tich &m nhu tham tich hodc lpc méu bang mt sd ming loe the A6 cao
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nhit dinh (nhir mang polyacrylonitrl) va loai bo lipoprotein 1 trong thip bling dextran
sulphate do lam ting nguy co phan ing min cam. Neu vige didu 1rj nay duge yéu cau, cin
cén nhic su dung logi mang lgc khic hofc mgt thude chang thag huyd ip khie.

Khéng khuyén cdo sir dung ding thi:

- Aliskiren: © nhimg bénh nhin khing bj dii thio dwimg hode suy thian, nguy co ting kali
midw, suy giam chire ndng thin va bénh tim mach va ta vong ting,

- Béu trf ddng thixi thude e ché enevm chuyén vai thude e ché thy thé angiotensin: DA co
béo cho trong y van rang cée bénh nhin bj bénh xo vira djng mach, suy tim hoje d4i thio
dwimg € ton thuemg co quan dich, s dyung dong thin thude re ché enzym chuyén va thuoe
wic cheé thy thé angiotensin cd tin sudt ba huyét dp, ngdt, ting kali huvét, suy gidgm chirc
néng thin (bao gom suy thin cip) can hom so véi vige sir dung mat thude dom 1é tic ding
lén h§ renin — angiotensin - aldosteron,

Phong toa kép (vi du biing cich két hop thudc ic ché enzym chuyén voi thude e ché thy
thé angiotensin If) nén duge sir dung riéng 1é dé theo ddi chjt ché chic ning thin, néng dé
kali huydt va huyét ap.

- Estramustine: Nguy co ting tic dyng khéng mong muon nhw phiz mach,

- Thude loi téu giir kali (vi dy tnamterere, amiloride...}, kali (dang mudii; Tang nE‘mg dis
kali mau (co kha ning din 11 tir vong), ddc biét véi bénh nhin bi suy thin (éc dung hiép
dong ving kali miu). S0 dyung déng thix perindopril vdi cde thude dé cip & wén [ khing
duge khuyén cdo, Neu duge chi dinh sir dyng déng thr, cin thin trong va thudmg xuyén
Kiém tra nong d§ kali huy@t thanh. D61 vai sir dung spirenolactone dé dicu tri suy tim, xem
thém phan Hge bigt then trong khi st dung ding thei.

Bic bigt thin treng khi sie dung ding thei

- Thude diéu trj dii thio duimg (insulin, thude hy dwimg buyét dudng ubng): Cic nghién
ctlru dich € hye cho thdy ring vige sit dung ddng thid cic thude e ché enzym chuyén vii
thude didu eri dai thio duimg cd the ldm ting tic dung ha duimg huvét ciia thude. Biéu hién
ha duimg huyet co the xdy ra rong ede win diu dieu o két hop vi & cde bénh nhin suy
thén.

- Cic thude lgi tiéu khong gitr kali: (3 nhimg bénh nhin dang ding thude loi tiéu, va nhit 12
& nhimg bénh nhin ed gitm thé tich vihode mudi, o6 thé bj gidm huyét dp qua mirc sau
khi bar ddu didu tri bing thuic e chi enzym ghuyén. Cac tdc dyung ha huyét dp oo kha
ading bi giam khi dimg diéu tri bing thuéc lgi tiéu, ting thé tich hodc lugng mudi dua vao,
can biit dau dicu i v4i lidu thap perindopril va tng liéu i tir,

Vi tang huyet ip ddng mach, dicu tr) bing thude loi tidu tnede do oo thé piy ra giam
mudif thé tich, hode 1 phai dimg thude loi tiéu tnrde khi bit dhu didu tri bing thude i ché
enzym chuyen, v tririmg hop ndy, mét thuoc lgi tieu khong gilt kali oo the duge sir dung
Fai sau dd, hofic 13 thuic ire che enzym chuyén phii duge bl tiu v lidu thip va ting lidu
LA fur.

Vi suy tim sung huyér diéu trj blng thude lgi tidy, thube e ché enzym chuyén nén duge
bt daw dicu u van lieu edt thip, sau 86 o6 the giam liéu cia thude lgi téu khong gilr kali
dung cung,

Vi tﬁ'g ¢l cae trudmg hop, chire ning thin {néng d§ creatinin) phii duge theo dbi trong vii
tudn diu tién dicu trj bing thude de ché enzym chuyén.

(54
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- Thucrc g tigw git kali (eplerenone, spironclactone); Vién eplerenone hojc spironolactone
lidu tir 12,5 = 50 myg moi ngiy va thude e chié enzym thu_-,.'m vir lidu Il'L.I.tP

+ Trong diéu tr) suy tim d5 -1V (NYHA) vor phin sudt tdng méiu < 40%, va dd dicu tr bing
cic thude e ché enzym chuyén va lgi tiéy quai trude 36, nguy oo ting kali mau o the giy
tir vong, disc biét 1a trong tneimg hop khing tuin thd céc khuyen cao khi ké don vé sy ket
hop nay,

+ Trude khi bit ddu didu tri kit hap, kidém tra sy co xudt hién tang kali mdu va suy thin.

¢ Khuyén cdo nén theo déi chit ché kali mau va creatinin méu | lan méi tzan trong thing
dau dicu trj va sau do 14 mi thing.

Thin trong khi sir dyng ding thii

- Céc thude hp huyét ap va thudc gidn mgch: sit dung dong thai véi cac thude nay co the
téng tic dung ha huyét ap cia perindopril. Sir dung dong tJ'n‘ﬂ vari nitroglveerin vi cdc nitrat
khic, hodc cac thude gidin mach khae, co thé lam giam huyet 4p hiom nifa.

- f"l.llupurm-ul thube Kim hiim 18 bdo hojc thude e ché mién dich. corticosteroid tic dl,l.l'.l:u
todn thin hode proczinamide: Sir dung dﬁng thiti v thudc e ché ENZNM chu:.-':r: co the
lam ting nguy co piam bach ciu,

- Cic thuoe gy mé: Thuée (rc ché enzym chuyén cd thé Lim gia ting e dung ha huydt dp
cua cac thuoe giy mé.

- Ciig tlm-ﬁi:- kich thich giao cam: cic thudc kich thich gian cam ¢d thé lam giam cic e dyng
ha huyét 4 ap cua cac thudc trc ché enzym chuyén,

- Wang: Phan img nitrioid (cdc trigu chimg bao gom do bimg mat, budn m.m, ném va ha huyet
lipb duge bao cao hiém gip o nhimmg bénh nhin dang dwoc du:u tri domg thiri vang dang
tiém (natri aurothiomalate) va thude (e ché ENFENTT chuw:n bao gum. perindopril.

Lién quan tin indapamide
Bic bige thin trong khi sie dung ding cher:

- Céic thude cé nguy e ga'- xodn dinh: Do nguy co ha kali huyét, |nd111'mm|-l:ll: nén sir dung
than trong kin pl.'bgl hop v che thube oo khi nang giy xodn dinh nhir cac thude ching loan
nhip nhdm LA (quinidine, hydroquinidine, disopyramide), thude -a:ihﬁng logn nhip nhém 111
{amiodarone, dofetilide, ibutilite, bretylium, sotalol), mdt s& thudc an thin nhém
phenothiazine  (chlorpromazine., cyamemazine, lecvomepromazine, thioridazine,
trifluoperazine). nhém benramide :nmliu]pndr: 5ulp|r|;de sultopride, tapride), nhom
butyrophenone (droperidol. haloperidol), cae thude an thin khic (pimozide), céc thude
khic (bepridil. cisapride, diphemanil. ervihcomyein tiém  tinh mach, halofantrine,
mizalasting, moxifloxacin, pentamidine, sparfloxacin, vincamine tiém tinh mach,

methadone, astemizole, terfenadine). Theo déi khoang QT d& phang ngirta ha kali huyét va
hi¢u chinh lidu néu can thiét,

- Cde thubde Mm ha kali: Amphotericin B (dubmg tinh mach), glucocorticoid v
mineratocorticoid (dudmg win thin), teracosactide. thudc nhudn trang cd e dpnjb kich
thich: TanL nguy o hy I:al: midu (te ding cong hop). Theoe dbi nu:n;. di kali, va d1¢u chinh
néu cin thiét, dic bidt cin cin nhie & cac I.mung, hop dicu trj vaoi digitalis. Thude nhudn
trang ¢d tac dyng kich thich khong nén duge s dung.
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- Cic ché pha.m digitalis: Nong dql kali thip lam tang dgc tinh cua digitalis. Nong di kali va
didn tim 33 cin duge theo d&1 v xem o8 las vide dicu iri iy cin thidt

= Allopurinol: sir dyng dﬁng thin v indapamide cd I;hE lam ting phin (ng miin cam vai
allopurinal,

Thin trpng khi sii dyng ding thei:

- Céc thute loi tidu bIL[ kali {(amiloride, spironolactone. triamterene): trong khi ai hap na}
bi hidu ich v mot s0 benh nhan, tinh wrang ha kali méu hodc tang kali maw van co the zay
ri (die bidt o nhErnE, bénh nhiin suy thin hode dé thao duong). Cén kiém sodt kali huyet
trong v dién tdm 44, néu cin thiét, xem xét lai vie didu tri.

- Metformin: gay nhiém acid lactic do metformin gdy ra bai suy thin cd lién quan dﬁn cac
thude lori tidu va dac bidt 1a thude lgi tiéu quai. Khéng sir dung metformin khi m:-n;g dH

coealinin hu'-.ul:'t thanh vugt guda 15 mg/l. {135 micromol/l.) & nam gidi va 12 mg/L (110
micromol/L) & phu nit.

= Thuﬂ-i. can quang chira iod: Trong truomg hep mit nude do lei tidu, Iang nguy € suy thiin
::ﬁp tinh, dac biét kha dung licu cao thudc can quang chira iod. Bi nude nén duge ticn hanh
i khi sir dung thude can quang chira iod.

Calci (dang mudi); Neuy co ting néng di calei do sy suy gidm dio thii calei QUi AL

L&,

- Ciclosporin, tacrolimus: Nguy co ling nfﬁng dd creatinin khong cd su thay doi m‘:ng di
ciclosponin hn théng, ngay ca khi kKhdng b su suy giam modi va mnde,

- Cde corticosteroid, tetracosactide (dang udng tie dyng todn thin): gidm tde dung ha huvét
ap (11 mudi va mude do cac corticosteroid),
2 Tuong ky thuie:
Ehing ap dung.
TAC DUNG KHONG MONG MUON CUA THUOC

- Vicc ding perindopril s& irc ché Iric renin- angmt:nmn -aldostercne vi dan den giam hegng
kali mér di do 1ndapam1dc 4% s bénh nhan diéu trj v6i perindopril arginin/ indapamide 5/
1.25 bi ha kali mau {nong 4o kali < 3.4 mmolL).

- Cag the dyng kKhing mong mudn thuémg gip nhit la:

+ Vi perindopril: ehdng mat, nhire diu, di cam, rdi logn v giac, giam thi lye, U tai, ha byt
dp, ho. kho thiv, dau bung, tho bin, khé tidu, tiéu chiy, budn ndn, ndn, ngia, phat ban,
chudt rit va suy nhinge,

+ Vi indapamide: ha kali huyét, phan (ng qua min, chu yéu 1a biéu hién trén da, & nhimg
bénh nhin ¢o co dja dé bi di tng, hen suvén va phit ban dét sin by trde

- Ciic phin ong co hai duoe phin loai theo vin suit nbar sau: e thuring gip (ADR = /10,
thiimg gap (1100 = ADR = 1/10), it gp (1/1000 < ADR < 171040}, hiém ga.p (110000 <
ADR < 1/1000), tit hiém gip (ADR < [/10000), chua rd tin suft {khéng thé wde tinh tir diy
ligu hign cob,
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MedDRA Tie dung khéng mong mubn Tin suit
Phin loai theo
: Perindopril Indapamide
hi o quan
Nhiém khudn va  |Viém mii Rat hiém gip =
nhiém ky sinh
trimg
Ril loan ndi tidt Héi chnmg tié1 harmon Hiém ghp -
chiong bai niéu khing thich
hop (SIADH- Syndrome of
linappropriate
antidiuretic hormone)
iREni lopn méu v Thng bach ciu ai toan it ghip*
hé bach huyét e e N e
Mt bach ciu hat Rat hiem gip Rat higm gap
Thiéu mdu bat sin - Rit hiém gip
Gidm bach cdu Rit hiem gip Rt hiém gp
Giam bach cau trung tinh it hidm gip .
|
Thicu méu tan huyét Rt hiém gip Rit hiém gip
Giam tiéu ciu Rit hiém gip Rt hiém gip
Rii loan hé mién Quié min (cdc phin img, cha |- | Thwtmg gip
dich yéu 1i bidu hign trén da, & cic !
bénh nhén c6 co dja dé bj dj
img vi hen suyen)
Rl loan chuvin  |Ha dwimg huwit it gap * -
hoa va dinh dwimg - _ — —
Tang kali huyét, ¢é thé hdi phue |it gip * -
khi ngimg sir dung
i Ha natri huyét It gap* Chira v tin swit
| S -
i Ha clo huyét - Hiém gip
~! ITa magnesi hu}’é& . Hiém gip
|
Tang calei huyét - Rat hiém gip
Ha kali huyét - Thurdmg gip
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huyet ap qua mirc o nhimg bénh
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Trang 18/ 28
MedDRA Tie dyng khing mong mudn Tin suit
Phin logi theo
6 ik i I Perindopril Indapamide
Roi logn tim thin |Trim cim it gip 2
Thay 881 tm trang T !
Rai logn pide ngu it gap -
. Hoang man@._ ) Rit hiém gip -
?Rﬂi loan thin kinh iﬂhﬁng miit Thudmg gip
| ‘Pau diu Thuimg gip Hiém glip
' ‘Rai loan vi gidc Thirimg gap -
! Dj ciim Thwimg g3p Hiém gip
i. Mo méing It gip -
Ngit o it gtip * Chura i tin suit
iﬂm quy e the thit phit sau ha  [Rat hiém gap %

Khi ning khi phat bénh ndo Chira r tin sudt
\gan trong truome hop suy gan
Rl logn thi gide ESu:,I giam thj he — o ‘;'hufmg oip Chira rd thn suft
éC:{m thi - Chura £ tin suft
iH:{:rrh_ thng nhin dp géc ddng |- Chura rid tan suat
jeap tinh
;Tnil; dich rr;rtg mach - Chura 1o tan sudt
M mit Chura u'in-suﬁt
I'I:.;i: loan tai v mé ?C.hl:'rng miat Thurimg gip [_—Iiém aip B
' _'1'J tai Thuémg gip -

53
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Trang 19/ 34
i = i A |
MedDRA Tie dyng khing mong mudn Tan suit ’
Phin loai theo
: ' Perindopril Indapamide
hé oo quan
Roi loan trén im | Danh trdng ngire It giip® A
_ Nhip tim nhanh it giip= .
I Com dau thit ngye Rar hidm gip -
Loan phip tim (bao gom nhip | Rat hiém gap Rét hidm gap
tim chim, nhip nhanh that,
rung nhi)
| Nhéi miu co tim co thé xay ra | RAt hidm glp :

| thir phat saw ha huyét dp qua

mitc & nhimg bénh nhin co
nguy oo cao ,
Xoén dinh (cé kha nang giy tir - Chua rd tn sudt
vong) |
Rl logn hé mach |Ha huyvét dip (val ede tde dung  [Thwémg gap Rt hiem gip I
lién quan dén hqy huyér dp)
Viém mach mau [t gap*
B bimg Hiém gap * 5
Héi cliimg Raynaud Chira 6 tAn sudt |-
Rii loan hé hip, |Ho khan Thurémg gip -
ngue va trong thit e
Kho tha Thirémg gép .
Co thit phn."i g it Eip -
Viém phii ira eosin Rit hiém gip -
Rii loan tiéu hoa  |[Pav bung Thuémg gip .
o bon Thuimg 3p Hiém gip
{ Tiéu chay Thuimg gip -
| ERTER
Kho tiéu Thulmg gip 5
Budn ndn Thurémg gip Hiém gap

e

a9
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| MedDRA  Tie dung khing mong mudn Tin sudt
Phiin Inai theo > -
Ferindopril Indapamide
hé co quan
Mén ‘Thudmg glp it gp
Eha miéng Eil Fap Hiém Eap
Viém tyy Rat higm gip Rit hiém gip
Rl loan gan mit | Viém gan Rat hiém gip ]E'hua ré tin sudt
'Bat thuimyg chirc ning gan - Rat hiém gip
Rﬁl logn da va mé Mg Thuimg gip I
dwii da
| Phat ban Thurimpg géap -
Phat ban dang dat san = Thuimg gap
Miy day it gap Rt hiém gip
Phit mach it glip Rir hiém pap
|
[ z :
Ban xuat huyét = _il. gap
‘Tang tiét mo hoi [t gap 3
Phin img nhay cim véi dnh it gap® Chira 5 tin sust —_l
sing |
Bong nuoc It wip* ;
Bénh viy nén trim trong hon  Hidm glip® .
. o 1
Hing ban da dang Rt hidm gap : |
Hoai tir thugng bi nhiém dgec |- Rt hiém gip |
Hii chimg Stevens Johnson -%- Rt hiem gap |
Réi logn co xwong |Chudt rit Thuimg gip Chura & tin sudt
v mi lién ket [
Lam xdu di tinh trang bénh |- Chusa £l tin sudt
hepus ban dé fan tha cap tinh &8
Iu:x:'r trede 4o

CEC
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MedDRA Tic dung khing mong muon | Tén suit
Phin loai theo . . .
- Perindopril Indapamide
hé e quan |
Brau khép it ghp®
Bau cor ft piip* Chura rd tin sudt
Yiu co - \Chira rd tin sudt
Ticu covan - Chura £ tin sudt
Roi loan thin v S uy thin it gap Rar hiém gap
tiét migu |
‘Suy thin cdp tinh Hiém gap -
Vi niéw Thidu nidu Hidm gap* -
R foan eof quan | Lidt duong :jt gip it Fp
sinh sin va tuyen
Vi
Rai logn chung  |Suy nhwge eo the Tharimg giip =
Bau ngyre it gip* -
Kho chiu [t gap* -
Phit ngoa bién [t g@p* -
Sét It gap* -
Mgt mon Hiém glp
Xét nghigm/ Tang uré huyét It gap* .
Chiin dodn L .
Tang creatinin huyét It gip* -
Tang bilirubin man Hiém Eap 2
- . £ %
Tang enzym gan Hiem gap Chira rd tan suét
Giam hemoglobin vi gidm Riit hiém gip S
__ hematoerit

6
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— . ——— =
MedDRA | Tic dyng Is:hﬂng MONZ Muon Tin suit

| Phiin logi theo n

, Ferindopril Indapamide

| hE e quan
Tang duimg huyét |- Chura ré thn suit
Ting acid urc mau - Chura rd tin suit
Ko dai khoang QT wén dign - Chura & tin sudt
tam do

f_hin I.Imrn:,, nga "-'[f"ll. thiing I::-Eug It gap*® -

ﬂ{u' vi bién chirmg

¥ Tq'“n sudt dirpee tink todn tr cde thie nghigm ldm sang dai voi cde tde dyne khing mong
mueean e phat hign te bao cdo ye phdr,

ang nghién ciru phase 11 va phase [1l vé anh hmmE cia indapamide lén nong dé kali
hu}r:*t turomg. ket gua cho thu'r-.r tac dung phy thude vao hiéu caa indapamide:

+ Indapamide. 1,5 mg: 'N-ﬁr:g dg kali !Im}-n..l. < 3.4 mmol/l xay ra wén 10% bénh nhin va
nong d¢ kali huyét < 3.2 mmol1 trén 4% bénh nhan sau 4 -6 tudn didu trj. Sau 2 tudn
didu tri, mire giam trung binh cua kali hu:.rt.l 13 0,23 mmol/l.

+ Indapamide 2.5 mg: Nang da kali huyét < 3.4 mmol/l xay ra wén 3% bénh nhan vu
n.-ﬁmr, dd kah I|u:.-1~t = 3.2 mmol/] trén 10% bénh nhan sau 4 — 6 medn dicw . Sau 12 tdn
didu tri, mirc giam trung hinh cia kali l:u:;-a:l la 041 mmal/

Biao ciao cic phan ung ci hai: Hay bao ngay cho bac s hofc duge si nhimg phan img co
hai khi sir dl,mg thuuc. ké i cée tic dung chua duge lidt ké, hoje bdo cdo cie phin img cb
!:lm cia thube ve Trung tim Théng tin thude vd Theo dii phin imgz ¢b hai coa thude (bdo
cao ADR online tai dja chi http/baocacadr.vi).

QUA LIELU YA CACH XU TRi

Chia Iéu:

Tie dung khunh. mong muon hay gip nhit trong treimg hqp qui lieu k3 ha huj.ré*t :’q:r dii khi
kem theo budn nén, nén, chuft rit, ching m'.‘:i buén nga, réi loan tEm thin, tidu it pn thé
ttén wrién thanh vi nigu {l:ln g:am th:: tich tuin hoan). Roi logn mudi v mrde (ndng do
mudi thip, néng di kali thip) c6 thé xiy ra.

Citeh xer iri:

Bign [ﬂmp diu tign cdn thare hién L nJmn.h ching that i thude ra khan co the u duiong
tiéu héa b.’mg clich nra da day hode uu:l-ng than hoat tinh, sau d6 b dich vi cin bing dién
g:il tai trung tam chuyén khoa cho dén khi céc chi sb nﬁy tr lai binh thuimg.

h:u xity ta ha |11.1}rr:1 ap dang ke, d3t bénh nhin & tr the ndm ngita v diiu hg thap. Neéu can
tign hank trux-r:n tinh mgeh nede mudi ding truwong, hode co the sir dung cie bién phip ting
thi tich tuiin hoin,

Dygng co hoat tinh etia perindopril 1a perindaprilat nén duge thim phin.

,
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PAC TINH DUCIC LUC HOC

Nhém tic dung dwge W Perindopril va thube loi tido,

Ma ATC : CO9BADS,
APIPERIN Ex 1a sy ph-:‘ii hop cta perindoprl arginine (la thude e ché enzym chuyén) viai
indapamide (1d thude len téw nhim chlorosulphanoyl).

- Nhimg tinh chét duge ¥ eda thude 1 tinh chit duge 1V ¢lia moi thinh phin xét riéng, thém
vao do |a tic dung higp dong cia hai thanh phén mang lai.

Co ché tac dung drge 1y:

Lién quan tn APIPERIN Ex 57125 :
AFIPERIN 57 1,25 130 tic dung hiép dong ching ting huyet ép cia hai thanh phin wén,

Lign guan ti perindopril:

- Perindopril e ché enzyvm chuyén, enzym ::hug.-'ﬂ-n héa angiotenzin | thanh angiotensin 11 (14
chit co mach); ngn.hu ra, engyin nay kich lhi:.h 1iér ra abldesterone i vd thuong thin va ¢dn
kich thich sy gidng hoa bradykinin (3 chit lim giin mach) thinh cic heptapeptid mét hoat
tinh.

Biéu a5 din dén:

+ Gidm tidt aldosterone.

+ Tang hoat tinh caa renin huyét tromg, vi aldosterone khing con téc dyng diéu hoa nguee,

F Ll sUe can ca todn by mach mdu ngogi vi, wu tién tie dung trén hé mach nén O co vA D
thim, khing kém theo gif mudi v nudc hoje phin xa nhip tim nhanh khi dimg dan ngay.

+ Téc dung chéng ting huyét dp cua penndopril ciing thdy xuat hién & nhimg bénh nhin cé
nong d¢ remin thap hodc binh thueéme.

- Penindopril the hign tic dyng thong qua chit chuyén hod cb hoat tnh cha nd 1i
perindoprilat. Cac chit chuyen hod khic khdng con hoat tinh.

- Penindopril lam giam cong tim do:

- l.élm gidn tinh mach, cé thé do lam thay d6i chuyén hod cua cie prostaglandin: laim gidm
ticr ganh.

= Lam giam sire can cua hé mach maw ngoat vi: Giam hiu ganh,

- Nhimng nghién ciru tién hanh trén bénh nhin suy tim cho thiy:

= Cd gidm dp lue 46 day coa tim that phai v tedi.

= Gidm siic can cua toan bd hé mach mau ngoai vi.

= Lam ting comg lwgng tim vik cdi thién chi s tm.

+ Ting Iru lurgng mau trong oo,

+ Cie két qui trong cac thir nghiém van dang cing dugc cai thién,

Lién guian tdn ide;

- Indapamide 1i din xuwiit sulfonamide 6 mgt nhin indole, ¢d lién quan vé dupc Iy vén nhom
thude lgi tigu thiazide, Indapamide irc ché sir tdi hap thu natri g doan pha loang coa vo

thin. T'qu:uc T'IEI}’ lam tdng sy bdi tiét natn va clonde qua nraE Héw va J.u;ng lam ting b tiet

miit ph.iin kali vt magnesi, qua 46 lam $ng leong nudc tidu bai tét va co tic dung lam ha
hiuyén dp.
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Cic tic dyng dwge IV

Lién quan to1 Perindopril’ indapamide 5 mg: 1.25 mg

- O bénh nhin @ng lhuyé dip o moi lira o1, Perindopril/indapamide 5 mg/ 1.25 mg co tic
dung chéng ting huyét 4p phu thudc lidu trén huyét &p dong mach tim thu v tim truong
ci khi nim ngira hodic khi dimg. Tic dung chong ting huyet dp nay kéo dai i 24 gi. Sy
gidgm huvét dp dat duge trong vong chua div mét thing ma khing xdy ra quen thubc
nhanh, dimg didu trj khéng gév téc dung hoi (mg. Trong cac thir nghié¢m lim sing, phoi
hop penindopril véi indapamide & tgo vic dyng hiép dong v ching thng huyét dp co lién
quan téi hidu lyc cia timg thude khi ding riéng lé.

- Picxel, mdt nghién ciru da trung tém, ngav nhién, mi d6i, co doi chimg so sénh voi
enalapril, dya trén sifu &m tm, 14 nghidn clu d& dinh gid hidw gui cia phéi hop
perindopril’ indapamide trong viée lam giam phi dai that tréi (LVIH),

- Trong nghién cim Picxel, cic bénh nhin ting huz.-'ét ap kém phi dai that trai (LVH) (dwge
ddnh gid b chi 56 khoi oo thit wrdi (LVMI) =120 g/m’ & bénh nphan nam va =100 g/m” @
bénh nhiin nir), duce chon ngiu nhién vio 2 nhom diéu te trong véng 1 nim: hode ding
phoi hop perindopril ten-butylamine 2 mg (twong dweng véi 2,5 mg perindopril arginins)
indapamide 0,625 mg hodic ding enalapril 10 mg, vai | lin ding trong ngay.

- Dym wwén mirc huvét ap cia bénh nhin, lidu ding cé thé dwge diéu chinh i liéu perindopril
tert-butylamine 8mg (twong duong véi 10 mg perindopril arginine) va indapamide 2,5 mg
hofic enalapnl 40 mg mdi Lin ding wong ngdy. Chi ¢d 34% cac bénh nhiin duy tri ligu diéu
tri perindopril tert-butylamine 2 mg (iwong duomg vin 2.5 mg penndopril argininzs)
indapamide 0,625 mg (5o vii 20% bénh nhin duy tri lieu dicu mj enalapril 10 mg).

- Vio cudi giai doan diéu trj, chi sb khoi co thit trai (LVMI) gidm nhidu hon ding ké &
nhim diing perindopril’ indapamide (10,1 g/m*®) so véi (<1,1 g/m’) & nhém ding enalapril
trén tong si bénh nhin dwoe phin npiu nhién hod Sy khic biét vé chi so khdi co thit mwii
pifta 2 nhém 1i -8.3 g/m? (C195% (-11.5; -3.0), p=0.0001).

- Panh gia v& huyet dp, su khic biét giit hai nhom dwge phin ngdu nhidn, 13 -5,8 mmHg (CI
95% (-7,9; -3,7), p<0,0001) vii huyét ip tim thu vd -2.3 mmHg (C1 95% (-3.6; -0.9),
p=0. 04 ) vin hu}'él dp Wm trrong, trong do nhom diung perindoprilindapamide duoc
kiém soat tGt hom,

1¢ 7 _perindopril:

- Perindopril ¢6 tic dyng trén tit ca cdc mizc 45 cua ting huyét ap, tir nhe dén vira hoe
ndng. Sy giam huvet ip dong mach tim thy vi tim tnreng dat duge o ca tu thé nim ciing
nhur tr thé dimg

- Tic dung ching ting huvet dp sau khi ding mit lidu duy nhit s& dat tdi da trong vong <
dén & gidr va kéo dai trong 24 gidr.

- Tie dung phong bé enzym chuyén tén tai sau 24 gity viin dat & mite cao, cén khoang 80%.

Far |

CEq
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- Vi nhimg bénh nhén ¢d ddp (mg véi thube, huyét dp sé duoe binh thuimg sau khoang 1
thang va duy tri dige ma khdng c6 hién twong quen thude nhanh.

- Vide netmg thude khing giy the dung hai e trén huyét ip.

- Perindopril ¢6 tinh chiit lam gidn mach vi phuc hoi lgi tinh din hoi cia cée mach méu
chinh, sia chita nhitg thay déi vé hinh thai mé hoe rong cée ding mach tao e cin va
lam giam sy phi dai ciia tam thit trai,

- Khi ciin thiér, ding thém thude lyi tiéu thiazide s& eho tac dyng hiép dong cong.

- Phii hgp mt thude e che enzym chuyén voi thube loi ticu thiszide s8 lim giam nguy co
ha kali mau do thude 1gi tide tao ra khi ding riéng.

L} i i e

- Dung theo dom trj ligu, indapamide co e dyung ching @ng huyet ip keéo dai trong 24 gid,
Tec dung nay dat duge ngay van cic liéu ma tic dung lon nigu 1a thip nhat

- Téc dung chong ting huvés ap cia indapamide ty 1¢ thudn voi mue 44 cai thién chirc ning
cua dgng mach va mirc 4§ miam =ire cin cta todn bd hé mach mdu neoai vi.

- Indapamide lam giam phi dai tim that trdi,

- Khi ding qui liéu thude Ioi tiéu thiazide va thude loi tidu ¢ lién quan dén thiazide, thi tic
dyng chong tang huyét dp duy tri & mise binh nguvén rong khi cie tic dung ¢b hai lai ting,
Wiy ncu dicu tr khéng co hidu gua, thi khing nén ting lidu.

- Ngosdi ra, vige dimg indapamide thude ngin ngiy, trung binh vi dai ngdy trén bénh nhin
ting huyét 4p 43 duge chimg minh:

+ Khéng anh hudng 161 chuyén hod lipid (irglyceride, LDL-cholesterol va HDL-cholesterol)

« Khing ¢ anh hidmg 15 chuvén hod hvdrat carbon, ngay ca ¢ bgnh nhan ting hu:.-'-l‘:t ap
kiém diti thio dudng.

Dir liéu vé thir nghigm lim sang phong bé kép hi renin-angiotensin-aldosterone (RAAS):

+ Hai nghién ciru lém ngdu nhién, cé kiém chimg ONTARGET (So sinh telmisartan den tri
liéu va phidi hop v ramipril trén cée két cue tim mach) va VA NEPHRON-D {Mghién ciru
clia Veteran trén bénh Iy thin & bénh nhin dai théo dudmg) 43 kiém chimg vide sir dung
phoi hip thude (rc ché enzym chuyén v (e ché thy thé angiotensin 11,

+ ONTARGET duge thye hién trén bénh nhin ca tién sir bénh tim mach hodc bénh mach
mdu ndo, hodc bénh dii thao duimg tuyp 2 di cb bing chime tdn thuong co quan dich. VA
NEPHROMN-D ki nghién ciru thue hidn trén bénh nhin dai thao duimg tuyp 2 va bénh nhin
et bénh thin do déi thio duimg.

+ Cac nghlen ciru ndy dd chi ro rang khong thay hiée qua rd ¢t ndo wén thin vi‘hode uii

mach va ty le hr vong, trong khi nguy co thng kali huyét thanh, tén thiong thin cip
vi'hodic ha huvet dp ting 180 so véi didu tei dom 1& mét Inm thudic,
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+ Do ob dic tinh duge ding hoc twong tur nhau, cdc két qua ndy cung lién quan dén vide sir
dynge thude Ge ché enzym chuyén khde va cic thude frc ché thi thé angiotensin 11,

+ Do d6 khidng nén sic dung ding thin cde thude (e ché enzym cliuyén voi cie thude e che
thu the angiotensin Il trén nhimg bénh nhan co bénh than do dai thae duong.

+ ALTITUDE (nghifn oiru vai tro aliskiren trén hi¢n co tim mach va bénh thin o bénh nhéin
ddi théo duimg tuyp 2) 14 mit nghién ciu dwge thiét ki nhim danh gis hidu qua cia vige
cong thém aliskiren vio nén diéu it} chudn dang ding e chi EIZYIT chu;wén hodc uc chi
thy thé angiotensin 1] trén bénh nhin dii thio duémg tuyp 2 va suy thin mén tinh, bénh 1y
tim mach, hodc ci hai. Nghién cim 43 phai dimg sém do viée thng npuy co cia cic bién co
béit 1gi. Tir vong tim mach vd dId quy duge quan s v tin suit nhidu hen & nhém diing
thém aliskiren 20 vl nhom placebo, cac bién cb bat loi thong thwimg va nghiem trong
(tang kali, ha huyér dp, suy thin) efing dwee bio cdo v tin suit nhién bem & nhom dimg
aliskiren so vdi placebo.

Bénh nhin nhi
Hién chua co dit ligu vé vige sir dung Perindopril/indapamide 5 mg/ 1,25 mg & tré em.
BAC TINH DUQC DONG HOC
Lién quan t6i Perindoprilindapamide 5 mg/ 1,25 mg
Phii hop perindopril vdi indapamide khong ldm thay ddi tinh chét duge ddng hoe cia ¢a hai

thudic so vin khi sir dyng riéng lé.

Lién quan i perindopril:

ffi:l}!l i

Sau khi ding theo duimg udng. sir hiip thu perindopril xdy ra nhanh, ning 46 ere dai dat duge
trong vong 1 gier. Thin pian bin thii cia perindopril trong huyét nrong 13 1 gie Thire &n 1am
gidm sir chuyeén haa thinh perindoprilat. Vi vy, 8& 1ing sinh kha dung, perindopril arginine
nén duge ding theo didmg udng mot lin mit ngay vao budi sang trude bia an.

Phiin b

Thé tich phin b0 14 vio khodng 0,2 Lkg vdi perindoprilat khéng lign két. Ty 12 perindoprilat
lién két vin protein cia huyét twong biing 20%, chit yéu vii enzym chuyén d6i angiotensin,
nhumg lai phy thudc vio ndng 48 perindoprlat.

Chuyén héa:

Perindopril 1a mét thude dang tién chit. 27% cia lirgng perindopril udng vio chuyén vio miu
dudi dang chiit chuyén hia c6 hogt tinh 13 perindoprilat. Ngodi chit perindoprilat ¢6 hoat tinh,
perindopril con tao ra 3 chit chuyén hoa khic deu khing o6 hoat tinh. Hf'mg dé ewe dai cua
perindoprilat xuit hign trong vong 3 dén 4 gidr,

CEL




https://trungtamthuoc.com/

Trang 27/ 28

Theirt e

Perindoprilat duge dao thai qua nudic ticn, va thin gian ban thai con lai (terminal half-life)
cia phin khong lién két vai protein i vio khodang 17 gio, tao ra trang thai oo dinh kéo dai
trong vong 4 ngay.

ﬂl_].-'é.'-ﬂ fini fdong ne}ﬁn finh:

B ¢himg minh 13 ¢6 quan hi tuyén tinh gita licu ding perindopril vé nong 3¢ chat nay trong
huy':‘:*: tromg.

Céic dbi twome dae higt:

Nygwean gia.

Sur dio thii perindoprilat giam o ngwdi cao twdi, va ca o nhimg bénh ohiin suy tim hay suy
thiin,

Sigy thin:

Vige higu chinh liéu ding trong truimg hp suy thin 14 cin thiét, vi mire higu chinh phu thude
vio roire Og suy thign (33 thanh thar creatining),

Trong trirdmg hop chiy thin: D9 thanh thai perindoprilat qua tham tach 13 70 mL/phiit,

Noer gan.

Bgng hoe cuia pn:rmdup-nkal bj thay d6i & nkimg bénh nhin xo gan. DS thanh thii qua gan efa

chat nay giam xunug con mét niea. Tug,r nhién, legng perindoprilat hinh thank khéng bi glam,
vik do &6 khang cin phai hiéu chinh lié,

Lién quan tii indapamide:

Hep tha:

Indapamide bdp thu nhanh va hodn todn qua dng téu hoa. Nong d6 dinh trong huvél tweng &
ngwred dat duge vio Ehodng mot g6 sau khi I.H:Iml.{ thudc.

Plicin b

Gilin 79% vao protein huvét ong.

Chuyén hda v thai trir-

Thii gw.u bdn thii trong khoang 14 - 24 gic (trung binh 18 gid). Ding lién twe khdng giy tich
liy thudc. Pao thii chi yeu qua mue tlEu. (70% cua lidu ding) v qua phiin {22% cia liéu
dimg) dudi dang cac chat chuvén hoa mdt hoat tinh.

Ciic dii t ot
Suy than: Duge ddng hoe cia indapamide khéng thay do: & bénh nhén suy thin.
QUY CACH PONG GOI
Hip 3 vi 210 vién, tir hudng dan sir dung thude, (Vi nhém — nham)
Hap 5 vi % 10 vién, tiy hidng din sir dyng thude. (Vi nhdm - nhom)
Hop 10 vi x 10 vién, to udmg din s dung thude. (Vi nhém — nhém)
Hép 1 chai x 30 vién, to hudng din st dung thude. (Chai HDPE)
Hép 1 chai x 50 vién, tir hudng din si dung thude, (Chai HDPE)
Hép 1 chai x 100 vién, ti hudng dan sir dyng thude, (Chai HDPE)
Hip 1 chai x 200 vién, tir hwong dan sir dung thube, (Chai HDPE)

Cét
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PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

- PDicu kién bido quan: B¢ noi khé réo, trinh dnh sang, nhiét df dudi 30°C.

- Hgn ding: 36 thing ké 1ir ngay sin xufi,

- Tiéw chudn chit luyng: Tigu chuin co sd (TCCS).
CO SO SAN XUAT
Cing ty Cd phin Dirge APIMED

- Bia chi try s&: 263/9 Ly Thudimg Kigt, Phuong 15, Quin 11, thinh phd H8 Chi Minh, Viét
Parm.

- Dija chi nha may: Buimg N1, cum céng nghigp Phi Thanh - ¥Vnh Thanh, x3 Vinh Thanh,
huyén Nhom Trach, tinh Bong Mai, Viét Nam.
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