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Trung 3/ 28

Hueomg dén sir dung thude
* Vién nén bao phim APIPERIN Ex 10/ 2,5
“Poc b hirdng din sic ding tede kki ding”
“DNé xa tim fay fré em™
“Thudc ndy chi diing thea don thuic "
THANH PHAN CONG THU'C THUOC
M&i vién nén bao phim chira;
- Thanh phin duge chit:
T T T L TN vt i 0 A e P o e 1 mg
I O s oo i e e e e T e R mg
- Thanh phan té duge:
Maltodextrin, lactose monohydrate, sodium starch glyveolate, colloidal silicon dioxyde,

magnesium stearate, hypromellose 2910, polyethvlene glyeol 6000, glvcerin, titanium
dioxvde.

DANG BAO CHE

- Vién nén bao phim.

- Vién nén tron, bao phim mau tring dén triing nga, mjt mt tron, mdt mat cd vach T T
CHI BINH

- Thube APIPERIN Ex 10/ 2,5 dugre chi dinh diing trong cdc triémg hop sau:

- Diéu tri tang huyét dp,

- Thube nay duge chi dinh ding nhir liéu phip thay thé rong diéu tri tng huyét dp, & bénh
nhin di ding ddng thii perindopril va indapamide v lidu nromg ny.

CACH DUNG, LIEU DING

= Cich ding:

- Thute diing bing dirtmg udng.

- Nén udng mot lidu duy nhit vio budi sing, udng trude bira an,

< Lieu ding: Theo hidmg din cis bie s7
Liéu thuémg dimg: Udng | viénx 1 lin / ngay.

= Nhém dbi urong dac higt;
Npwdi cao tudi:

- () nguii cao twbi. ndng 4 creatinin huyet thanh nén diree higu chinh theo tudi, cin ning
va gidi tinh. _

- Bénh nhin cao tdi co the dupe diéu tri néu chitc ning thin binh thuimg va sau khi xem
xét kha ning dap {mg cda huvet ap,
Bénly mhin sy thin:

- Chéng chi dinh ding thube trén bénh nhin suy thin ning vii trung binh (4 thanh thai
cr{.‘;alinin < 60 ml/ phiit) _ )

= Can ket hop vidc kham thutmg xuyén va kiém sodt dinh kv ndng d6 creatinin va kali,
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Bénh nhin suy gan:

- Chéng chi dinh ding thuic & bénh nhin suy gan njng. Khong cin hidu chinh lifu & bénh
rhdin suy pan trung hinh,

Tré em v tré vf thinh nién:

B an toan via higu qua cua APIPERIN Ex 104 2,5 trén (ré em vé tré v thanh nién viin chira
dugre thiét ldp. Khing nén sir dung APIPERIN Ex 10/ 2,5 cho tré em va tré vj thanh nién.

Neéu quén wimg mit liéu thudc, nguin bénh udng ngay khi nhé, Tuy nhién, néu gén thir
gian ubng liu tifp theo thi bo qua liéu da quén. Khing udng gap dhi ligu dé b lidu da
quén,

Tham khdo 1 kien hdc 57 tride khi sir dung thide.
Khdng co véu cdu dic biét vé xie I thude sau khi sir dung,
CHONG CHI BINH

Lién quan dén perindopril:

- Qud man v perindopril hay vdi bét ks thude (re ché enzvm chuyén ndo khie.

- Cé tién st bj phit mach (phi Quincke) khi ding thude @c ché enzym chuyén trude di.
Phit mach do di truyén/ ty phat,

= Phuy nif co thai trén 3 thing.

- Sir dung dong théi v cdc san pham chira aliskiren trén bénh nhin dai thio dutmg hojc
suy thin (46 loc cau thin GFR < 60 ml' phat/ 1,73 m').

Sir dyung ding thei vai ll';'u phap- SaLubllnL-‘ valsartan, Dieu tr véi perindopril nén duce bt
diu sau it nhat 36 gior ké v lidu cudi cling cia sacubitnl’ valsartan.

Cée didu 1 ngodi cor thé din dén vide miu tiep xie véi cde be mat tich didn dm.

Hep ddng mach thin hai bén hodc hep dong mach dang ké din dén con chire nang thin mét
bén.

Lién quan dén indapamide:
- Qua min véi indapamide hodc bt o sulfonamide nao khéc.
= Suy thin trung binh vi ning () thanh thai creatinin < 60 ml/ phit).
- Bénh ndo gan.
- Suy gan ndng.
- Ha Kkali huyet.
Lién quan tdi APIPERIN Ex 10/ 2.5:
- Qua min vai bit ki thanh phin néo cia thude,
Do chira eo do dir li¢u lam sang, khing nén ding thude cho cde déi tuomg sau;
Bénh nhin thim tich mdu.
Bénh nhin suy tim mét b chira duge didu i
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CANH BAO VA THAN TRONG KHI DUNG THUOC
Thén trong diie biét:
Thiin tropg chung cho ca perindopril va indapamide:
- Lithium: Khong khuyén cdo sir dung két hop gitta lithium véi phdi hgp perindopril va
indapamide.

Lién guan téi perindopril:
- Phong toa kép hé renin — angiotensin — aldosterone (RAAS):

DA e dir lidu cho thdy sir dung dong thin cde thude irc chd enzym chuyén, |J1|.u:~: fic ché
thy thé angiotensin 11 hodc aliskiren lam tang nguy co ha huyét &p, ting kali huyét vi suy
giam chire ning thin (bao pom suy thin cdp). Do db, phuu;, toa kép RAAS thong qua viéc
sir dung két hop céc thube fre ché enzyme chuyén, 1.h|.||:u: trc ¢hé thy thé angiotensin 11 hode
aliskiren khang duge khuyén cdo,

Néu sy két hop durpe xem i hodn todin cin thiét, chi nén dimg dudi sy gidm sdt cia bdc sf
chuyén khoa vi ¢in duge theo dai chit chd thudmg xuvén chire ning thin, dién gisi va
huyet ap.

Thudie ifre ¢hé cnzym chuyvén va thube e ché thu thé angiotensin 11 khing nén duge sit
dyng ding thir & bénh nhdn b bénh thin do 44 théo duwong,

- Cie thudc giit kali, b6 sung kali hodc cic chét thay thé mudi cé chira kali:

Khong khuyén cdo st dung dong ther perindopril vii cde thude gitr kali, bd sung kali hodic
cae chit thay the mudi co chira kali.

- Gidm bach cilu trung tink/ giim bach cin hat! gidgm tiéu cau/ thidu miu:

D ¢ bdo cao vE tinh trang giam bach edu trung tinh/ giam bgch chu hat gidm tidu cdu va
thiw méau khi sir dung cdc thude e ché enzym chuyén. Giam bach cau trung. tinh rit hiém
xdy ra o cdc bénh nhdn 6 chire ning thin binh thudmg va khing c6 cac véu 1o bénh 1y
khac,

Ciin thin trong khi sir dung permdnpn] trén bénh nhin mac bénh 1¥ mach mdu mlhagen
dang digu trj bi!m thuiie e che mien dich, allopurinol hodc pmc:mnamldr: hodc si dyng kit
hp nhimg » veu 10 nay, dic bigt néu mmc di bénh nhin d3 co chire ndng thin bj suy gidm.
Mot 50 bénh nhin niy da co tién ién thanh nhiém tring ndng ma trong mt vai truimg
hop khong dép ung viri liéu phip khang sinh manh. Néu perindopril duge sir dyng & cic
bénh nhin ndy, cin theo dai dinh ky sd lirgmg bach cdu va bénh nhin cﬂn droe hurémg dén
béo cio bét ki ddu hitu nao cia tinh trang nhiém trang (vi dy dau hong, sot).

- Tang huyét ip do hep ding mach thin:

Co kha nang ting nguy co by huyit p va suv thin khi bénh nhan bi hep dong mach thin
hai bén hodc hep diing mach thin din dén con chire ning thin mét bén duoe didu i v e
ché enzyme chuyén.

Bidu by bing céc thude loi tidu b thé 14 viu 10 dong gop. Suy chire ning thin thim chi co

thé xuat hién chi vii thay doi nhe creatinine huvét thanh trén bénh nhin hep ddng mach
thiin migt bén.

- Qud mdind phi mgeh:

Pha mat, cde chi, mai, luin, thanh mon vivhode thanh quan di dwge bdo cdo hiém gip o
cde bénh nhin duge Illé'u trj viri cac thude e ché ENZYIm E]‘ll..l}t:n bao gdm perindopril.

AL
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Tinh trang ndy ¢6 the xday ra ¢ bit ci thii diém née trong qui trinh didu iri. Trong truimg
hop dé. can ngung sir dung perindopril neav va thidt Lip ché dd kiém sodt phit hop nham
diam béo ngdn ngira nhimg trigu chimg nay trwde khi logi trir hodn todn ra khoi bénh nhin,
Néu hign tugmg sung tay chi gioi han trén viing mat va mdi, tinh trang nay néi chung duge
g:lEJ qmél mi khong ciin didu tr, mic di thude khéng histamine rat hidu qui wong vikc
diéu trj trigu chimg. Tinh trang phi mach kém phit thanh quan cé thé din toi tir vong.
Truwémg hop phi luii, thanh mdn hofie thanh quéin cd thé s pdy ra e nghén dwimg thé,
khi 46 ¢an tidn hanh tiém dudi da dung dich epinephrine 1:1000 (0,3 mi t4i 0.5 ml) va/
hodic xir v & dam béo gidi phing didmg thé cla bénh nhin,

Bénh nhin da den sir dung thude e ché enzym chuyén o ti 1 phit mach cao hon so voi
tthém bénh nhin khac,

Bénh nhin co tién sir phi mach khéng lién quan & thude e ché enzym chuyén cd thé pia
tang nguy co phit mach khi sir dyng cac thudc nhom nay.

Tinh trgng phit mach hé tiéu hoa di duge bao cdo hu:rm giip & bénh nhin didu uj bing
thude tre ché enzym chuyén "‘-Ihirng bénh nhin nay c6 biéy hign day bung (co holdic khing
¢6 budn ndn I:u:naL non); trong mol s0 tneomg hop khong 6 biéu hién phii mit bdo triede va
nﬁng di C-1 enteraze o mirc binh thudmg.

Phit mach duge chin dodn bing quy trinh bao gém chyp CT bung hode siéu dm hogc khi
phdu thudl vi céc tridgu chimg duge cai thién sau khi ngimg ding thudc e ché enzym
chuyén. Phis mauh ticu hua nén dupe sir dyng lam diu higu 48 chiin dodn phén biét bénh
nhin sir dyng thuoe (e che enzyvm chuvén eé biéu hign dau byung.

Phéi hop perindopril véi sacubitril/valsartan duge ching chi dinh do lam tang nguy eor phi
mach. Eatui:ll'lnina]amn chi duge bit diu ding 36 giér sau khi két thic lidu cuoi cing cia
]:l-rrmdc:-pnl Meu didu ln bing sacubitril/valsartan dimg, lidu phép perindopril chi dwoe bit
ddu 36 gir sau licu cudi ciing cia sacubitril/valsartan,

Sir dunb dﬁn? théni thude tre ché enzym chuyén vai thude te ché NEP (vi dy racecadotril),
thuie e ché mTOR (vi du sirolimus, everolimus, temsirolimus) va cac gliptin (vi dy
limagliptin, saxagliptin, sitagliptin, vildagliptin) c6 thé ting nguy co phi mach (vi dy sung
idy duimg thir hode ludi, co hode khong b suy ho hap} Do da, can danh gia lgi ich - nguy
cormit cach elin thin trrde khi bit diu didw trj vai cde ie ché NEP inhtr racecadotril) trén
bénh nhin dang ddng perindopril.

- e phdn v§ frong qud trink giai min cdm:

Mt s6 bdo cao dom 1€ v& bénh nhin bi sdc phan vé duy i, de doa tinh mang khi ding
thude irc ché enzym :hu'r'en trong qué trinh gidi min cam noc dic cia cac lodi cinh ming
fong, cdn tring). Cde thude e che enzym chuven nén diroc dimg thin tn;nng o chc bénh
nhun dj umg dl.rq;n. gidi min cam va tranh ding cho cic bénh nhin dang st dung lige phép
mién dich dé giai noc dic.

Tuy nhién, nhimg phin img nay o the duq:: ngin chan b.-.l.ng cach ngumg sir dung tam thiri
Hlunc tre ché nZym chuyén it ohat 24 giov rude khi didu i kér hop thuée e ché enzym
rhu#En Vi gidi man cam.

- o phin v trong qud trinh lpe logi lipoprotein 6 trong thilp (LDL:)

Hiém gip trumu, hep s phin vé de doa dén tinh manyg & cac bénh nhan st dyung thude trc
ché enzym chuyén trong qua trinh loc logi bo LDL bing dextran sulfate. Céc phan img nay
el the duge phong trdnh béng céch ngumg sir dung thude e ché enzym chuyén trede moi
|y foe Lo,
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- Bénh nhin thim tich mdu:
St phén v§ d3 dugc béo cdo & cac bénh nhan thém tich méu bing mang téc df cao (vi dy
ANGSE) va digu tri dong thiri voi thude de ché enzym chuvén. O cac b¢nh nhin nay nén
¢iin nhiic sir dung loai mang thim tdch khe hode sir dyung nhém thube ching 1ang huyét dp
khie.

- Tang aldosteron nguyén phadi:

Céc bénh nhin bi bénh tang aldosteron nguyvén phat khong dép (g vii cac thudc Ichf:ng
tng huyét dp thing qua e ché hé renin - angictensin. Do &6 viéc s dung thude nay
khiing dupe khuyén cdo.

- Phy nit cd thai:
Khéng nén ding thude i ché enzym clhu}'én trong thévi pian mang thai. Trir khi viéc tiép
tue sir dung thude @c ché enzym chuyen la can thiét, phy nir co ke hoach mang thai nén
thay ddi ligu phap diéw tri tang huyét dp vai thude 48 duge chimg minh an todn khi sit dung
trén phy 0t ¢4 thai, Khi duge chin dodn 14 c6 thai, vige dicu trj bin thude ire ché enzym
chuyén nén duoe ngimg ngay va bat daw ligu phip diéu trj thay thé néu eo thé.
Lién quan 161 indapamide

- Bgnh ndo pan:

Khi chire néng gan bj suy giam, cde thude loi tiéu thiazide vit thude g tidu lign quan
thiszide b the gay ra bénh nio do gan, dic bi¢t trong tridmg hop mét cén lﬁng dién piai,
bénh ndo gan ¢6 the tdn trién dan t6i hon mé gan. Ngimg s dyng thuée loi tiéu ngay lip
ture néu tnh trang nay xdy ra.

- Nhgy cam viéid dnh sang:
Ciic truimg hop bénh nhin chay cam voi dnh sing 33 duge bao cdo v thude loi tigu nhém

thiazide v cic thude loi tiéu lién quan i nhém thiazide, Néu cae phan émg nhay cim véi
dnh sang xay ra trong qud trinh dicw tri, bénh nhin duge khuyén cdo ngimg sit dung thudc.

Néu viée uii sir dyng thude lgi tiéu 13 cin thiét, khovén cdo bénh nhin bao vé cde viing da
tiép xic van dnh nang mat tréi hofic tia UV A nhin tao.

Thin trong khi sir dung
Ihin trong chung cho cd perindopril va indapamide
- Suy thin:
Tl*lluﬁ]n.::l durpe uhéng chi dinh viéi cae bénh nhin suy thin ndng (45 thanh thai creatinin <60
ml/ phat},

Mot s bénh nhin ting huyét dp khéng c6 bitu hign tdn thuong thin tnede dé nhung ket
qui xét nghigm mau thin cho thay chicc ning thin bi suv giam, bénh nhin nén ngimg
thude vi c6 thé bat ddu didu tri lai v lid thap hede don tri véi mot trong hai thanh phén.
O nhimg bénh nhin nay, can thuimg xuyén theo di kali huyél va creatinin sau 2 mwén didy
tr} vt moi hai thiang mit lin trong sudt thin gian dicu tri, Suy thin d3 dwoc bao cao chi yéu
o ciw bénh nhdn suy tim ndng hode suy thin kém hep déng mach thin.

Khong khuyén cio sir dyng thube trén ede bénh nhin bj hep dng mach thin hai bén hoae
chi cdn mét bén than hogt ding.

[
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- Huyér dp thitp vi mit mede vi cde chir dign giii:
Bénh nhin cd nguy co ha hu\él. ap dit ngdt néu trure do da c6 tinh tr:,mg mat natri (dic
b]:l viri bénh nhén hep déng mach thin). Do dé, edn kiem tra tong the cac déu higu lam
sang ve sy mat nuoc va difn gial, didu ndy co 111& Ndy ra kém sy i din cia tridu chimg
ticu chay va nin. By viri nhimg bénh nhan nay can tién hinh kifm tra thiémg xuyén cic
chdt dién gidi trong huvét temg.

Triromg hop ha huvét ap ddng ké cin tién hanh truyén tinh mach nude mudi ding truromg.

Ha huvet 3 ap thodng qua khong phai 1a chong chi dinh cho viée tlép e didu tri. Sau khi L
h,'up du'm., thé tich mau va huyét ap binh thudmg, vige didu 1 ¢ thé duoe bt diu lai v lidu
glam hnﬁ-: v mit thinh phin don lé.

- Niing dp kali:
Sar két hgp gitra perindopril v indapamide khing ngin duge sy khii phﬁt cua tinh u—anf__, ha
kali huveét, dac biét & bénh nhén dai thao dutme hoje suy thin. G:Em;,, viri bat k¥ thude ha
huyé dp nao co chira thanh phin loi téw, cin tién hanh kifm soat nong do kali huyét
Lo,
Canh bdio td duee:

Thude cb chita lactose. Bénh nhén bj 0i loan di truyén hiém gdp nhu khéng dung nap
galactose, thicu hut lactase hodn todn hodic kém hip thu glucose — galactose khing nén
dimg thude ndy. Néu bénh nhian duge bac 57 chin dodn co i loan dung nap véi mat so loai
duomg nhat dinh, hiy hoi bic sT trude khi ding thuée nay.

Thude nay eé chira dwéi | mmol (23 mg) natri trong méi vidn nén, vé co ban duge xem
nhu “khong chua natri™,
Lién guan 1od perindopril:

- Ho:
He khan 43 duoc bdo cdo khi sir dl,mg che thude re ¢hé enzym :huyr:n Ho l}umng dai
ding va chim dirt sau khi ngimg didu trj. Neu irigu ::hl.'mg nay xdy ra, cdin xem xét nguyén

nhin do vide dieu trj. Néu vige ké dom céc thude trc ché enzym chuyén vin duoc lira chon,
vige t:&p tue dicu trj c6 the duge cin nhie.

- Tre em v iré vj thianh nidn;

Hidu qua va kha néng dung nap cia perindopril, sir dung dom dée holic két hop, & ré em va
tré vj thinh nién chia duge chimg minh.

Neguy cir ha .’.-u_]:d.' dp diing mgeh vii/ hode suy thin (treng tricomg hop cd suy tim, mit
merde vi cdc chdart dign giaf,...):

Viéc kich thich manh hé 'rhcmg, rEnin — angu:-h?nﬁm — aldosteron di dm;-c quan sat Lhﬂv dic
biét trong trudmg hop mat nede va cde chat dién giai ding ke {d-u l:he dd dn kiéng khit khe
khang ¢6 mudi hode do dieu tri loi tiéu kéo dai), ¢ bénh nhin ¢o huyét dp lie khoi trj thip,

hep ding mach thin, suy tim sung huyét hodc bénh xo gan kém phi va ¢ tridng.

Vide frc ché hé thing ndy bang cach -:h.mf. thutie (e ché enzym chuyén ob the gay ha hu:.-cl
ap dot ng@t v hodc ting nﬁnng d creatinin huyet hromg, dac biét o thid didm bat diu &idu
trj va trong 2 tudn dicu trj dau tién din déa sy suy gidm chire ning thin,

Ex31 khi hign tugmg I'na!r xiy ra cdp tinh vio thod diém khéi tri, mac di hiém khi xay ra, va
ciing & nhimg thii diem hhm. nhau, Trong nhimg trimg hop do, viée diéu trj nén l:|'1.rl;!l'l'. b
déu viri liéu thip va tang din lidu.

O
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- Ngwoi cao tudi:
Cén kiém tra chiic niing thin va ndng 46 kali huvet trude khi bat ddu didu 1, Sau dé didu

chinh licu theo dip g hu}'c:'r ap cug bénh nhan, dic bigt trong trdme hop miét medc va
dign gidi, nhim trinh hy huyét dp dot ngit,

Bénh nhin mic chirmg xo vitw dong mach:

Nguy co ha hu:rt:i ap co !I'u: xdy ra trén tat ¢a bénh nhin, nhung cin dic bigt man trgng vi
b¢nh nhin mac bénh thidu mau co tim hodic tudn hoan ndo khéng dap img di. cin bit diu
ditu trj vivi liéu thiap o nhime bénh nhin nay.

Tiang huypét dp do hep ding mackh thin:

Diéu trj thng huyét ap do hep dang mach thin I:Emg each nong mach. Tuy nhién, cac thudc
(fe ché enzym chuyén co the ¢o hiéu qua doi vai binh nhin co biéu hién huyét ap do
hep ding mach thin dang chér phiu thudt hodc trong truimg hop khing thé phau thugt

Vige digu tri véi APIPERIN Ex 14/ 2.5 khimg phi hep vin bénh nhin co tien sit hodc J1glu
ngor hep dong mach thin do vide didu tri can tién hinh & bénh vién v liéu thap hom ligu
AFPIPERIN Ex 10/ 2,5,

Suy tim/ Suy tim ndng:

() bénh nhan suy tim ndng (dd V) diéu iri bing APIPERIN Ex 10/ 2.5 la k]wng_ phi h:,rp.
can khéi dau diéu tri dwdi sy gidm sat chiit ch v giam lidn. Khing nén dimg vide dicu tri
bii_ng thuic (e ché beta & bénh nhin ang huyet ap kém thitu ning ding mach vanh: Cic
chat ire ché enzym chuyveén nén duoe ho sung vao lidu trinh diéu tr bing thudc chen beta.

Bénh nhin ddi thdo dirdng:

Trén nhimg bénh nhin dai thio dirong phy thuge insulin (khuynh hl.mrni, uing 1yt phal mie
kali mau), diéu tri bing APIPERIN Ex 10/ 2,5 13 khong phi hop, nén khéi diu didu
dui s giam sat chigt E:J'rE: cua nhin vién vy té va lidu thip.

Nén theo ddi chit ché mire dwimg méu & nhimg bénh nhén dai thio duimg 43 didu tri bing
thuic d!iﬂ.l trj ddi thiao dudmg duimg Lu]m_.i, hodc insulin trude do, cu the |a trong thing diu
tién didu tri v thude tre ché enzym chuyén,

- Chung tic:
Tuong tyr cie thude tre ché CnEVm ::hu}'én khac, tic dyng ha huyét dp cia perindopril ed
the kem hi¢u qui hom trén cac bénh nhin da den. cd thé §a do ty I¢ hoat tinh renin huyet
tirmg thap @ cac b¢nh nhin da den tang huyét &p cao hom.

Phiu thuit/ gay mé:
Cée thuoe e che enzym chuyén cd thé giv ha hu:rﬂ ap trong m:ui'mg hap phii giy mé, dic
biét khi géy mé bing thuéu: ot kha nang giy ha huy:;‘l ap. Do do nén ngimg ding thute mét

ngiy tride phiu thudt néu didu trj bing thude e ché enzym -:hm-En tic dung kéo din nhur
perindopril.

- Hep ding mach chi hede van hai 14/ béah co tim phi dai:
Can thin trong khi sir dung cde thude tre ché enzym chuyén cho céc bénh nhin tic nghén
déng mau di ra tir that tri.
Suy gan:
Hl'-‘Tl'l gdp trdmg hop L-JL lhuu-L e ché enzym chuvén lién quan dén hdi chimg bat déu
hiing ving da & mdt va tién m&n thinh hegi 1 gan lan wa va {(d6i khi) tr vong. Co ché ciia

héi chimg nay chia duge hidt rd. Bénh nhén ding cac 1h|.m-|.. {rc ché enzym q::hu win eo vang
da tidn trién hodc tdng men gan nén ngimg sir dung thuic va dwoc theo doi v té phit hop.

e 1
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- Ting kali huyée:

Tang kali huyét lhm-uh di duge ghi nhan trén mit s b¢nh nhan sir dyng cic thube (te ché
enzym L]'I.Ll_:r'l:l'l bao gém perindopril. Cic thube (e ché enzym chuvén co thd giy ting kali
huyét do e ché s giai phong aldosteron. Tic dung niy thudmg khing déng ké trén cac
bénh nhin ¢o chire nang than binh thutmg,

T :.éu i nguy o lam @ng kali huyét bao gl:rm iy thin, suy gidm chirc nbng thin, tudi
(= 70 tudi), ddi thio durdmy, bénk nhin co cac bién co di th diic bigt la mét nurde, mét bi
tim efip, nhiém toan chuyén hoa va sir dung dbng thin vm fi'u: [I'LLLEH: liri tidu gir Kali (nhur
splrnnuizu:mn eplerenon, triamteren, amilorid), cée che bd sung kali hode cde chit
thay thé mudi co chira kali: hode bénh nhin diing <ic thuoe khac lam tng kali huvét {vi du
heparin, co- trimoxazol (trimethoprim/sclfamethoxazol), che thuic e ché enzym Ehu\’ﬂt
khac, thudc ire ché thy thé angiotensin, acid uctlj.rlsuhc;hc > 3 g/ ngay, thudic irc ché chon
lpe COX-2 va NSAIDs e che kh-nﬂg chon loe, cée thude ire ché mien dich nhu clclﬂapﬂnn
hoge tacrolimus, trimethoprim) va dic bigt li cic thude khing aldosteron hodc ire ché thy
the angiotensin.

Vige sir dung céc ché pham bo sung kali, cac thude loi tidu gilr kali hojic cac chit thay | thé
mudi ed chim kall, d3c bigt 14 trén cde bénh nhan suy thin, co 1he lam ting dan;, ké m‘mg
& kali huyet. Tang kali huyét ¢o thé nghiém trong, doi khi cod thé gay loan nhip din dén tr
vong. Thin trong khi su dyng thudc loi tidu gilr kali va thudc irc n:hlr.- thy thé angiotensin
cho cdc dbi trgmg dang didu 1 bing Thlll:u: wre ché enzym ::hu:pf:n cén ticn hanh theo dai
nﬁnl'._: do kali huvet v chire ning than. Néu vige dimg du:ng thin eae thuic noi trén diree coi
14 cén thié1, can si dung than trong va thuémg xuyén theo doi nong di kali huyér.

Lién quan dén indapamide

Chn biing mude vi dign gidi

Néang d natei

Cén kiém tra cdc thong sb ndy trude khi biit diu didu tri, sau &6 kidm tra dinh k¥

Giam nong diy matri ¢ thé khéi diu khéng c6 tridu chimg vi do 46 vide kidm tra thuimg
suyén théng st nay la die bigt quan trong.

Kl:m ra ¢an tién hanh thutmg xuyén hon o ngudi gid vi bénh nhin xo gan. B:lt ki viéc
diéu trj biing thude loi tidu nio cling ed thé gay ha natri mau, dbi khi ed hiu qua mit nghiém

rgng.

Ha natri miu voi gidm the tich mdu co thé din dén mi m.ra‘rc vi ha huyé ap thé dimg. Mt
dnng thai cac ion clorid cé thé din dén nhidm kiém chuyén hoa bi thi clp: ti 1& mac va
mirc 4§ cia tdc dung nay 14 nhe.

- Ning di kali
Ha kali huyét 1a nguy co chinh khi dimg ede thuoe loi tléu nhom thiazide vi thude 14;:1 tiéu

lién quan 181 nhém thiazide, Ha kali huvet ¢ thé giy rbi loan co, Cac trudmg hop tigu co
viin da duge bao cdo, chi yéu 14 trong truimg hop ha kali huyét nang.

Cin ngin ngira nguy co hm diu ha kali huy@t (< 3.4 mmoll) & mit s bénh nhin cé nguy
oot cao nhir ngudi cao bl v’ hi:uh: bénh nhan su:r dinh duﬁng. di ¢d hay khing ¢o si
dung nhidu thube cing Me, bénh nhin xo gan ¢d phi va oo truomg, bénh nhin bi hEnh
mach vanh va b¢nh nhin suy tim. Trong nhimg muomg hop 46, nong d§ ha kali huvér s8
lam gia ting djc tink trén im mach cia glycosid tim va nguy co logn nhip tim.

{44
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Bénh nhiin eb khoang QT kéo dai cling ¢d Mguy €, mae dit nguyén nhan 1a bim sinh hay
dn qué trinh didu tri, Ha kali huyét kém nhip tim chim s& lim gia tang nguy co khoi phat
roi logn nhip tim nghiém trong, dic biét 1a nguy co xodn dinh. ¢6 thé din dn v vong.

Trong it ca cée truimg hop. cdn tharmg xuyén kiém tra nung d@ kali huyét. Lin do kali
huyét diu tién nén dupc tien hinh trong tudn diu didu . ‘ﬁéu ning di ]{EJI huyét T.I:ép-, cin
higu chinh fi¢u. Ha kali huyét lién quan dén hy magnesi huyét thanh co thé kho didu tri, trir
khi nﬁnu ddr magnesi hu:.rr:l thanh dupe diéu chinh vé mixe binh thudmg.

- Nong dj calci huyér

Ciie thuie leri E:u:u nhom thiazide va lién guan whi nh:ﬁm thiazide co the lim gidm bai Liet
calei qua mrde tidw, péy ra sir 1ang nhe v thoang qua mng 45 calei huvét. Sy téng déng ké
nong d6 calei o thé lién quan i chimg cuimg tuyén cin gidp chua dugc chin dodn.
Trong trudmg hop do, chin ngung viee ding thude triede khi kiém tra chir néng tuvén cin
gidp.

- Ning #6 magnesi huyét thanh

Céc thur:'uc- lri tidy thiazide va thude i-;u tiéu lign quan thiazide bao gom indapamide giv
ting bai tict magnesi qua mude tidu, dan dén hg mapnesi huyét,

- Bwimg huyvér

Kitm sodt ning di glucose miu 13 quan trong & bénh nhin dii thio diémg, dic biét khi
ru:l-r||._.F di kali thap.

Acid uric
Bénh nhin cd ndng 44 acid uric trong mau cao $& cé khuynh huomg d mic bénh e
Chife idmg thin va thide Lol tiéu:

Cée thude loi tign thiazide va thude lgi déu lién quan thiazide chi phit huy todn b hi¢u
qua khi chirc néng thin binh thudmg hodic chi suy thin nhe (mire creatinin Lhap hom khodng
23 my/ 1, wemg dwomg 220 pmold | & ngwid lon),

0 ngwin cao twdi, gid tri creatinin huyét twong cdn duoe hiéu chinh theo d6 tbi, cin ning
vi gin tinh coa bénh nhin theo cong thirc Cockroft:

Cly = (140 - tudi) x cin ning/ 0814 x nﬁng 0 creatinin hu}rér_ wrmg
Trong dé:  Tudi (ném)

Céan ning (kg)

Nong di creatinin huyél turerng (umal/d).

Cong thire ndy phit hgp voi bénh nhin nam cao wdi, & bénh nhin nif cin nhin két qua v
B3,

Mt nuére va rnum do diing thude lor tidu co the giy m painy thé tich tuin hoan khi bit diu
dicu tn, din dén giam thi tich loc ciu thin, Didu ndv gy ting uré vi creatinin huyet, Su

suy giam chirc ning thin tem thai nay I{hﬂnh gay hau gqua bat loi & bénh nhdn ¢d chire

nEIJ:I,g thén binh thume. tuy nhién co thé lam trim trong thém o bénh nhan bj suy thin trée
dis

- Van ding vién

Cac viin dong vién ¢in luu ¥ réng thude ey chira thinh phin e6 thé cho két qua duromg tinh
viri %€ nghiégm doping.

gar
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Trin dich mding mgch, cin thi cip tinh vd/ hofc ting nkin dp pic déng cip tink
{Glancoma)

Sulfonamide vi ehe dﬁnachf‘u sulfonamide ¢6 thé gay ra phan @ng dic tng, din dén trin
dich mang mgch v khiém thi, cin thi thodng qua va tng nhin dp cip tinh géc déng.

Cae trigu chimg cia nhitng rdi loan mit ndy bao gém khai phat cap tinh nhy giam thi lue,
mir mat hofe dau mit. Cac trigu chimg thigmg xay ra trong vong vai gior dén vai tudn san
khi bt ddu sir dyng thude.

Bénh ting nhin ép pée déng khang dwec dicu trj c6 thé din dén mit thi lue vinh vidn, Didu
irj chinh la dimg uong thudc cang sém cing tist, Ciéin nhic dieu trj ngi khoa hode phiu thudt
nhanh néu dp lwe ndi nhan khang kiém sodt dwge. Cée véu 1o nguy co lam tén trién binh
ting nhin ap goc dong cdp tinh ¢6 thé bao gbm tdn st di (mg véi sulfonamide hogc
penicillin.

SU"DUNG THUOC CHO PHU NI CO THAL VA CHO CON BU

Vi ede tde dgng d3 duge chimg minh cda timg thanh phin trong phéi hop nidy én phy nis
co thai, khing khuydn cdo sir dung APIPERIN Ex 10/ 2.5 trong ba thang diu mang thai.
Chong chi dinh ding APIPERIN Ex 10/ 2,5 tir thang thé tw tror i cila giai doan mang thai,
Chéng chi dinh dimg APIPERIN Ex 10/ 2,5 khi cho con bi. Trén co s& xem xél tdm quan
trong cia Ligu phap digu tri nay trén ngwdd me, chn quyél dinh ngimg cho con b hodic
ngimg dung thuéc APIPERIN Ex 10/ 2.5.

Phu nir ¢d thai va o6 khi ning mang thai:

on Perindo
Khéng khuyén edo sit dyng thude (e ché enzym chuyén trong ba thang déu thai ki, Ching
chi dinh str dung thude e ché eneym chuvén tir sau thang thir ba eta thai kv,

Bang chimg dich € hoc vé npuy co giy quai thai khi ding thube e ché enzym chuyén
trong ba thing diu cia thai ki van chua duoe xde dinh, tuy nhién khing thé loai trir kha
niing ¢o sy ting nhe nguy co ndy,

Trir khi vige ticp tuc diéu trj bang thude e ché enzym chuyén 13 ¢dn thidt, bénh nhin nfr cé
ké hoach mang thai cin chuyén sang li¢u phip thay thé d& cé bing chimg vé tinh an toan
de dicu trj ting huyét &p & phy nit mang thai. Khi duoc chan doén mang thai, vige didu 1
bang thude e che enzym chuyén nén ngimg ngay lip tire va thay thé bang lidu phap thich
hop.

Vide dimg thubc e ché enzym chuyen tir sau thang thir ba cua qua trinh mang thai ducc
cho 14 gay dgc tinh irén thai nhi (giam chire ndng thén, it dich i, chim phat trién khung
xuwomg 50) va dic tinh trén ¢ so sinh (suy thin, ha hu}'lf:t ap. ting kali mau). Trtmg hop
phu nir mang thai tir thing thir tu trdr di c6 sl dung thude o -:hztmzym chuyén, khuyén
cio bénh nhin siéu dm kiém tra chire ndng thin va kiém tra hop so.

Tre sor sinh e me sir dung thube i ché enzvm chuyén nén duge theo dai chit chi dé trinh
tinh trang ha huyét dp.

Lién quan deén Indapamide;

Khing ot hodc co han ché dir ligu (két qua véi < 300 phy nit co thai) vé viée su dyng
indapamide & phy nir ¢6 thai. Vide sir dyng kéo dai thude loi tiéu nham thiazide trén phy
nit mang thai o thing thi biy eta thai k§ ¢6 thé lim giam thé tich huyét twong cla ngudi
mg ciing nhu cung mg mau 1 cung-nhau thai, diéw ndy cd the giy ra chimg thidu miu cyc
bé tr cung — nhau thai va lam chim sir phitt trién ¢ua thai nhi.

ol
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- Cée nghién ciru trén dong vit khing cho thiy cde téc dung cd hai truc tigp hodic gidn tidp
©d lién quan i djc tinh sinh sén,

- Nhu mét bi¢n phiip phong ngira, 10t nhéit nén trdnh sir dung indapamide trong thixi gian 6
thai,
Phy wir cho con bi:
Khéng khuyén cdo sir dung thude trong thisi gian cho con bi.

Chéng chi dinh ding APIPERIN Ex 10/ 2.5 khi ¢ho con bi. Trén co s xem xét tim quan
rong cua ligu phip didu trj ndy trén ngudd me, cdn quvét dinh ngimg cho con bi hojc
ngimg ding thudc APIPERIN Ex 10/ 2,5.

Lign quan t&i perindopril

Do khing e thng tin ve viée sit dung perindopril trong giai doan cho con b, p-srltui{:pn!
khimg duge khuyén cio sir dung va nén dimg liga phap thay thé o bing chimg vé tinh an
todn trén phu nir cho con bi, dic bigt 48i vai e maéi sinh hode tré sinh non,

Lién guan téi indapamide
- Con thiu dit I1¢u vé vide ba tiét cua mdapamll:leﬁ.-ﬂl.. chit chuyén hta qua sita me. {.:run

min véi cde thude |3 din chit cla sulfonamide va ha kali mau oo thé xay ra. Nguy co doi
v tré mdi sinh/ser sinh chua duee logi trir,

- [ndnpnm:da:: lién guan chit che i thude loi tidu nhum thiazide, nhom thube nay e6 kha
nz‘ml.. lim gidm hoje thim chi ngimg viée tét sira néu ding trong giai doan ¢ho con bi,
Chéng chi dinh ding indapamide trong thévi gian cho con bik.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Lién guan dén APIPERIN Ex 10/ 2.3

- Ca hai hoat chit cia thudc 1a pn..r.indupnl va indapamide déu Lhﬁnb anh hirimg din sy tinh
ko khi lai xe va vin hinh mayv mée. Nhumg ¢b mdt sb phan img phu lién quan :IE-n ha
huyét dp co the Xiy ra o mit 50 bénh nhin, ddc bigt 1d giai doan ddu cia qua trinh didu tr
hodc khi két hop voi thude ::lmng ting huyét dp khac. Trong tnuimg hyp nay, kha ning 14
x¢ vil viin hinh mdy mic co thé bj dnh hiurimig.

TUONG TAC, TUONG KY CUA THUOC
% Twong tie thude:

Li¢n quan téi perindopril va indapamide

Khing khuyén cdo siv dung dong thoi:

- Lithium: Tang ed hii phye uung. a6 lithium hu;.rct thanh va du.':u:: tinh da dugre bao cao khi sir
dung dong thai lithium vin cag thude irc ché enzymn chuyen. Hhcrng khuyén céo sir dung

phﬁa hop perindopril va indapamide vl lithium, nhung néu viée phéi hop nay cin thiét,
cin thea divi chat che ndng d6 lithium huyét thanh,

Byic bigt thin trong khi sir dung ding thai:

- Baciofen: Tang vic dung ha I:u_}:l ap. Theo dai huydt dp va higu chinh lidu cia thude
chong ting huyét dp néu cin thiét.

- Thudc .Hmn,s,r viém kiving steroid (NSALDs) hao gc‘im acid .:.ru-.-'n'_p.n'v.::.l"h:\.h-. = 3g nedy): Khi
st dung ddng thé ede thude e ché enzEvIm chu:,En vint cdie thude khdng vigm khing steroid
{vi dy acid acetvisalicylic lidu khing viém, NSAIDs (e ché chon loc COX-2 va e ché

CE)
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khing chon loc), tde dung ha hu}r:l ap ¢ thé bj suy gidm. Si dung dong thii cde I;hl.léu;: (e

ché enzym chuyén va NSAIDs co thé lam ting nguy co suy giam chic nang thin, bao ghm
suy thin cip va tﬁng kali huyér, d:,h:: biél trén nhimg bénh nhin dd cd suy giam chic ning

thiin trude do. Sy phai hop nay cdn durge dp dyung thin trong, dac bidt la & nguin cao tudi,

Bénh nhin cin diroe bi muede diy di va nén theo d5i chire ning thin khi khai tri va dinh kv
sau do.
Thiin trong kiti sir dung dong thii:

- Thude chong trim cam giong imipramide (thubc ching trim cim ba véng), thude an thin:
Tang tac dunp ha huyet ap va nguy co hg huyét dp the dimg (tic dung phu).

Li#n guan 5 perindopril

- Dir i¢u thir nghigm ldm sing cho thiy vige phong tda kép hé renin — angiotensin —
aldosteron {(RAAS) thing qua sir dung kit }m!p car: thude ire ché enzym chuvén, thude e
ché thy thé ﬂ.l:'lbll:‘.llll':l.'l.‘-'i-l.n Il hodc aliskiren o6 tan suit :ia]r ra cde tic dung phu nhir ha huyét
ap, tang kali huyét va suy piam chire nang thin (bao gom suy thin cip) cao hom so voi si
dung thude tic ding lén RAAS don lé.

» Cic thudc lam tdng ngay co phis mach:

- Ching chi dinh st dung déng thir cac thude (e l:hr} enzym chuyén voi sacubitril/ valsarian
vi lam tang nguy co phi mach. "'-.Iéu chuvén dbi didu 1 glﬁ'u r.:u.:uhunl." valsartan v

perindopril, liéu phap diéu tri sau cin cich it nhat 36 gio ké tir lidu cudi cing cia thude
ding tnrde d6.

* Cdc thude ting kali kiyét:

- Mac di néng dq- kali hu} ¢t thuimg duge duy i trong gici han binh thirimg, g kali huyét
et thé xiy ra & mit 50 bénh nhin diéu trj voi APIPERIN Ex 10/ 2,5. Mt sb thude hodc
phurong phap diéu i co thé lam ting nguy cor ting kali Ihmét nhir: aliskiren, muci kali,
thude lgi tiéu gif kali (spironolactone, riamterene hojc amiloride), thude e ;.hé enzym
chuvén, thude irc ché thy the angiotensin 11, NSAIDs, heparin, thudc trc ché mién dich nhw
ciclesporin -~ hoZie  tacrolimus,  trimethoprim =~ va  cotrimoxazole {trimethoprim/
sulfamethoxazole), vi trigethoprim duge biét nhut la mét thude Igi tidu gaﬁ kali gidng
amiloride, S0 dung két hop cac thude ndy lam ting nguy co tang kali huyét. Vi vy, sir
dung d-n-ngr, thin APIPERIN Ex 10/ 2.5 v cde thube dum_ dé cip o trén khéng duoc
khuyén céo. Néu vige sir dung {Inng theri duye chi dinh. ¢lin st dung thin trong v thudmg
xuven theo dii nung a4 kali huvét

Chilng chi @inh si dung déng thii:

- Aliskiren: Cide bgnh nhin dii thio dudmg hode suy thin, nguy co ting kali huyét, suy chire
niang thin, bénh tim mach va tor vong ting lén.

- Cac phuong phip diw trj ngod o thé: Biéu tri ngodi co thé din den méu tiep e vii cic
be mit mang dién tich dm nhur tham téch hode loc miu hng mdt s6 man Ipe e 4§ cao
nhit dinh (nhur mang polvacrylonitril) vi Eu::.',u b lipoprotein ty trong thap h-a.ng d-e'm'an
sulphate do lam ting nguy co phin (g min cam, Néu vide didu tr ndy duge véu ciu, cin
cin nhic sir dyng logi ming loc khac hoge mit thude chéng tang huyét dp khic.

Khing khuyén cio sic dung ding thai:

- Aliskiren: O nhimg bénh nhén khimg bi ddi thao dudmg hodc suy thiin, nguy co ting kali
miil, suy giam chire ning thin va bénh tim mach va ur vong téing,
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Bidu tri ddng thir I]"IUL'IE: irc che enzym chuyén vii thude e ché thy thé angiotensin: D3 e
bio cdo trong ¥ van ring céc bénh nhin bj bénh xo vira dpng maw:h suy tim hode dai thio
duﬂng oo ton thirong cor quan dich, sir dung dung thin thunu: e che enzym chuyén va thudec
tre ché thy thé angiotensin co tnn sudt ha hu}fét ﬂp+ ngﬁL tang kali huyét, suy giam chirc
nang than (bao gbm suy thin cap) cao hon so vii vige sir dung mdit thudic dom 18 1hc diing
Ién hé renin - angiotensin — aldosteron,

Ph-:rn,g toa keép (vi du bang cdch két hop thube e che enzym chuven v thude e ::Iu. thu

the angiotensin 1) nén duge sir dyng riéng lé dé theo doi chit che chire néng than, nong dé
kali I:lu'-.-el vt huyel ap.

Estramustine: Nguy cor tAng thc dung khing mong mudn nhir phit mach.

Thude len tidu giir kali (vi du triamicrene, amiloride...), kali (dang mubdi): Tang néng 46
REI|I mau (¢ kha nang din 1d [u vong), ddc biét vai bénh nhin b| suy thin (tdc dung hi¢p
déng tAng kali mdu). Sir dung ding thid perindopril voi cae thube dé cip & mén la khfmg
durgre u'H-l:rLH cho. Néu dugre chi dinh sir dung ding thér, cin thin trong vh thuimg xuyén
kiém tra mmg dé kali huvédt thanh. DI voi su dung spironolactone dé di lgu trj suy tim, xem
thém phiin e hiét than tromg Khi ste dyng cfrm,q ik,

Diic Bigt thin trpng khi se dung uﬁ'mg lreri

Thuoe diéu trj dai théo dudmg (insulin, thudc ha duimg huyeét durmg udng): Cée nghién
cirn djch 1é hI;,H. cho thay ring ﬂéc sir dyung dﬂﬂg thivi cie thude i chw: cnzym Lhu}en vir
thude diéu tri dai thio dudmg cd thé 1am ting e dung ha duimg huyét cia thube. Bidu hién
ha dudmg huvét co the xdy ra trong che win ddu didu 1rj k# hop va & cic bénh nhin suy
thin.

Cae thude ki tidu khéng giit kali: O nhimg bénh nhin dang ding thuic b tiéu, va nhat la
o nhimg binh nhin cé gidm the tich vihodic musi, ¢6 the bj giam huvét dp qui mire sau
khi bdt diu didu tri hiing thude irc ché enzym ¢hu'-én Céc tic dung ha huy ép et kha
niing bj giam khi dl.rrtg -;11&1.: tri hiang thude Iqu tiéu, tang thé tich hodc luong mudi dua véo,
cin bat ddu didu trj voi lidu thip perindopril va ting Imu tir tir.

Vol ting hu:'vﬂ ap ddmg mach, dleu trj Hﬁl:f- thude len u:u tnroe do ¢o the gm ra g:a.m
mudi/thé tich, hodc 14 phai dimg thudie I tiéu trude khi bit diu diéu trj h-ang thute irc ché
enzym chuyen, vii Irm:mg ]u'rp nay, mit thude lgi tidu Lhﬁng gn} kali ¢ thé duoc sir dyng
lai sau d6, hodc la thude e ché enzym chuyén phai duge bit diu vii lidu thip va ting lidu
twr tir.

Vi suv tim sung huvét didu tri I:n’:mb thishe ] tidu, thude e che ENZYVIN c,hu_l,rén nén duge
bit ddu didu tri vir lidu rht thip, sau dé ¢6 the gidm liéu cia thude I tiéu khéng giir kali
ding cling,

Vi it ca cac tricmg hop, ehire ndng thin (ndng 4§ creatining phan dirge theo ddi trong vii
tudn ddu tién diéu tr hﬂng thude irc ché enzym n:huyeu

Thude loi tidu giir th (eplerenone, spuunuluch:ma.:l Vi eplerennne l'HJ-EL spironolactone
Hiu tir 12,5 — 30 mg mdi ngiy va thuée e ché enzym chuyén véi licu thap:

Trong disu trj suy tim d& H-TV [NYHA) vl phin sudt tdng mdu < 40%, va d3 didu tr hé.ng
cde thuie ire ché enzym chuyén vi lgi tiéu quai trude dé, nguy co tng kali mau cb thé giy
twr vong, ddc biét la trong trudmg hop khing tuin thi cac khuyén cdo khi ké don vé sy két
hirp nay.
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+ Trude khi bt diu didu trj két hop, kiém tra si oo xuit hién ting kali mau va suy thin,

+ Khuyén cdo nén theo déi chit ché kali méw va creatinin méu 1 lin mdi twin trong thang
diu didu tri va sau d6 1a mbi thang.
Thiin trong ki sir dung ding thii

- Cae thude ha huyit dp va thude giin mach; sir dyung dong thivi vai cac thude m’;} b thé
téng e dyng ha huyet ap cua permdnpnl Sir dung dimg thé vai nitroglyeerin va céc nitrat
khac, hofie cic thude gifin mach khae, ¢o thé lam giam huvét 4 ap hom nira.

- Allopurinol, thude kim hiim 18 bio hodc thudc e ché mién dich, conticosteroid tic dung
todn thin hofic procainamide: Sir dyng ding thoi voi thude Ge cheé enzym chuyén ed the
lam tang nguy cor gidm bach ciu.

- Céc thude gdy mé; Thude (i ché enzym chuvén oo thé lam gia ting tac dung ha huvér dp
ciia céc thude giy me.

= Cac gliptin (Jinaghptin, saxagliptin, simgllptin_ vildagliptin): téng nguy co bj phit mach, do
dipeptidyl peptidase IV (DPF-IV) bj giam hogt tinh do gliptin & nhimg bénh nhén diéu trj
domg thod vai mot thude e chié enzvim chuyén.

- Cac thum: kich thich giao cam: cic thube kich thich giao cam c6 thé Lam gidm cde the dung
ha huyét &p coa cae thude tc ché enzym chuyén.

- Viang: Phin img nitrioid (cic trigu chimg bao Lum 6 bimg mit, budn nén, ndn v ha hu;.-'él
ap) dugc bio cdo hiém pip & nhimg b¢nh nhin dang durcre dIEu tri déng thid vang dang
tiém (matri aurothiomalate) v thude (e ché enzym chuvén bao gém perindopril,

Lign quan tdi indepamide
Bic bigr thiin trong khi s dung ding thei:

- Cdc thube cd nguy o g.:h x0dn dinh: Do nguy co ha kali huy ar, mdapumld: nén sir dung
thin trong khi phr.:l hip v cdc thude oo kha nang giy xodn dinh nhur cac thude chiing loan
nhip nhdm LA {quinidine, hydroquinidine, disopyramide), thudc Lh:'!.ng loan nhip nhém 111
{amiodarone, dofetilide, l|'.ILI.|ZI|tLL‘ bretylium, sotalol), mdt sé thude an thin nhém
phenothiazine  (chlorpromazine, cvamemazine, levomepromazine, thicridazine,
trifluoperazine), nhim benzamide (amisulpride, sulpiride, sultopride, tmpnde) nhim
butyrophenone {droperidol, haloperidol), cie thude an thin khic {pimozide), cac thuéc
khac (bepridil, cisapride, diphemanil, erythromycin tiém tinh mach, halofantrine,
mizolastine, moxifloxacin, pentamiding, sparfloxacin, vineamine tiém linh mach,
methadone. aswmm‘.-l& terfenadine). Theo ddi khodng QT dé phong ngira ha kali huvét va
hiéu chinh liéu néu cin thiét,

- Cac thudc lim ha kali: Amphotericin B (duimg tinh mach), gluicocorticoid va
mingralocorticoid (dudmg toan thin), tetracosactide, thude nhuﬁn tring ¢ tac dyng kich
thich: Tﬁ.:q, nguy ca ha kali méau (e dung cdng hop). Theo doi nnng dé kali, va di¢u chinh
néu can thiét, die bidt cdn can nhic & cie teirémg hop didu trj von digitalis. Thube nhuin
lrang co tac dl,].]'l.j;.‘. kich thich khing nén duge sir dung.

- Cée ché ]:-]'l.l.’lm digitalis: Nong 48 kali thip lam 18ng dic I:J_uh -;.ua digitalis. Ning 48 kali va
dign tim &0 cin durgre theo dit va xem xét lai vige didu trj néu can thiét.

- Allopurinol: sir dyng dong thivi véi indapamide cd thé lim ting phan img min cam vl
allopurinol.
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Thiin trong ki sic dung ding théi:

Céc thube loi tidu gu.r kali (smiloride, spironolactone, triamterene): trong khi phdi hop nay
la hiru fch vdi mét s6 bénh nhan, tinh trang ha kali mau hofe ting kali mau vin c6 thé Xdy
ra (d@c big c!nhl.‘mg bénh nhan suy thin hodc dai thao duimg). Can kigm sodt kali huyn:l
tremg vi didn tim do, néu can thiét, xem xét lal viée dicu tr.

Mettormin: gi} nhiém acid lactic do metformin giy ra bai suy thin cb lién quan dén cac
thude loi nr:u vl dic bigt la thude lgi tiku quai. Khong sir dung metformin khi ning dd
creatinin huyél thanh viron qua 15 mgL (135 micromol/L) & nam gioi va 12 mg/L (110
mitmmnl."l.l r phy nir.

Thude cin guang chira iod: Trong trudimg h:;rp mit nude do o tidy, lang nguy oo suy thin
cip tinh, d3c bift khi du.ng liéu cao thuie cin quang chira jod. Bl nude nén dwoc tién hink
trwrdee kb so dung thuoe can quang chira iod.

Caim (dang mudi}: Nguv co ting nong 46 calei do su suy glam dao thai calel qua nude
tiw,

Ciclosporin, tacrolimus: Nguy co ting nong di creatinin khing cb sy thay ddi ndng 49
ciclosporin bine théng, ngay ci khi khong c6 sir suy giam mudi va nde.

Céc corticosteroid, tetracosactide (dang uing téc dyng todn thin): piam tic dung ha huyét
dp (i mudi va mede do cde corticosteroid).

% Tuwong ky thube:

Khbng ap dung.

TAC DUNG KHONG MONG MUON CUA THUOC

Viee dung perindopril s& e ché trye renin- angmensm-ald{:-stemn: vi diin dén giam lugng
kali mit &i do indapamide. 6% sb hénh nhin didu trj voi perindopril arginin’ indapamide
102,53 bi ha kali méu (nong d§ kali < 3.4 mmol/L).

Cie the dung khong mong mudn thudmg g@p nhat 1a:

Vi perindopril: chong mat, nhie diu, dj eam, rHi loan vj gidc, gmm thi Iee, it tai, ha huyét
ap, ho, khé thé. dau bung, tio bon, khé tidu, tigu chiy, budn nin, nén, ngira, phﬂ han,
chudt nit vi suy nhupe.

Vol indapamide: ha kali huyét, phan ung qud min, chi yeu 1 bicu hién trén da, & nhimg
bénh nhan co co dja d€ bi di img, hen suyEn va phat ban dat sin tir trude.

Cac phan img ¢6 hai duge phin loai theo tin swit nhy sau: rit thuong gap (ADR = 1/10),
thuimg gip {mﬂn = ADR < 1/10, it gap (1/1000 = ADR < l“li}[ll] higm gap (1710000 =
ADR < 1710007, rit hifm gap (ADR < 1/10000), chua rd thn st (khing the wie tinh tir dix
ligu higén cd).
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MedDRA Téc dyng khing mong muiin Tin suiit
Phin loai theo
Perindopril Indapamide
h€ co guan

Nhifm khudin v&  Viém mii Rit hiém gap -

lnhiEm k¥ sinh

triung

Roi logn nji tiét  Hoi chimg tiét hormon Hiém gap .
ching bai niéu khing thich
horp (SIADH- Syndrome of
mappropriale
la.ntidiurel.ic. hormone)

Réi logn mau vd  [Ting bach ciu & toan it gap* -

hi bach huyét : e ——— -
Mt bach ciu hat Rét hiém gap Rit hiém gp
Thitu mau bt sin - Rat hiém gip
Giam bach cau Riit hiém pap Rit hiém gap
Giam bach clu trung tinh Rét hiém gap -
Thidu méiu tan huyst Rt higm gap Riit hiém giip
Giam tidu ciu Rat hiém gap Rit hiém gap

Réi loan hé mifn  |(Qud min (cdc phan img, cha - Thuimg gap

gdich ::-'Eu la biéu hién trén da, & cic
‘bénh nhin co co dja dé bj dj
I'tl'ng v hen suvén)

Rii loan chuyén II1-l.'i| duimg huyét it gap * -

‘héa va dinh duimg : i ' =
Tang kali huyét, c6 the hii phuc (It gap * -
khi ngimg sit dung
!Ha natri huyét [t gap* Chua rd tin suit
-;]'li_l clo huyét - Hiém gip
?Ha magnesi husyvét - Hiém géap
Téng calei huyét : Rit hiém gap
Ha kali huyét -

Thutmg gap
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MedDRA Tie dyng khing mong muin Tin suiit
Phin logi theo
. Perindopril Indapamide
hé eo' guan

Rii logn tim thin |Trim cam it gip -
Thay ddi tim trang it glp I
R loan gide npi It gap -
l;Huung mang Rit hiém gap -

Rdi logn than kinh Chong mit Thuémg gap :

| Bau diu Thirimg gép Hiém gip
Réi loan vi gide Thuémg gip .
Dij cam Thurdmg pip Hiém gap
Mo ming It gap -
i]"{gﬁl It glp * Chua rd tin suat
[EMot quy cd thé thiz phit sau ha Rt hiém gap -
|hu}'ét ap qua muc & nhimg bénh
inhiin ¢6 nguy co ¢ap
Eha ndng khin phat béph nde |- Chura rd tin suft
\Zan trong nromg hop suy gan

Eﬂ.i‘]'i loan thj gide  Suv giam thi lye Thrémg pip Chua v tin sudt
Cén thi - Chura rd 10 sudl
‘Benh tng nhin ap goc dong - Chua £ tin sudat
(cdp tinh
Trin dich ming mach - Chua rd tan suat
Mér mir A Chua rd tan suat

Rii logn tai va mé Ching mat Thuimg glip Hiém giip

dao -

| U tai Thuimg gap -
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MedDRA Tée dung khing mong mudn Tén suit
Phan loai theo ] )
2 Perindopril Indapamide
hi cor quan
Rii logn trén tim | Exinh trE"mg ngye it gap*
Nhijp tim nhanh it gap* -
Com dau thit ngye Rir hiém gip -
Loan nhip tim (bao gbm nhip | Rét hiém gap Rét hiém gip
tim chém, nhip nhanh that,
rung nhi)
Nhdi mau cor tim ¢6 thé xay ra | Rat hiem gap :
thir phét sau ha huydt ip qud
mirc & nhimg bénh nhin co
NEWY CO Cao
Xodn dinh (cé khi ning péy i |- Chura rd tin sudt
vong)
Réi logn h¢ mach |Ha huyét dp (va ciic tic dung  [Thuimg gap Rit hiém gip
lién quan dén ha huyet dp)
Viém mach mau ft gip* =
Bio bimg |uiém gip ® -
Hai chimg Raynaud [Lhu‘u o thn sudt |-
Rii loan hé hip, |Ho khan IThui'mg gap
OgYe vi trung thit —
Kho thé Thuimg gip =
| Co thit phé quan It gip -
| WViem phoi wa cosin Rt hiém gap .
| ——
|
Rii logn tiéu hia  [BPau bung Thiromg gép .
Tao bon Thusimny giip Hiém gip
Tiéu chay Thuomg gip -
Khi tidu I'E'hl.l'll'.'wrngr, Bép -
Budn niin Thirimg gip Hiem gap

059




https://trungtamthuoc.com/

Tramg 20/ 28
! MedldRA Tic dyng khing mong muin Tiln suilt
Phiin loai theo
Perindopril Indapamide
hi cof quan

Non Thuimg gip It gap

Khi migng it gap Hiém gap

Viém 1y ‘Rt higm gip Rat higm gip
Rii loan gan mat  [Viém gan Rat hiém gip Chura ré tin sudt

Bét thirmg chire ning gan : Rat hiem gip
Roi logn da vi mé |Neda Thuimg gip *
drdi da -

Fhil ban Thuimg gdp -

Phat ban dang dat sdn - Thurémg gip

May day it gap Rét hiém gip

Phit mach it gap Rit hiém gap

Ban xuit huvét - [t gap

Tang tiét md hoi It gap ’

Fhin tmg nhay cam vai anh It gap* Chiga 1 tin sudt

sang

Bong nudie It gip®

Bénh vy nén trim rong hom ]Iiiér.n gap* -

Hing ban da dang IH‘.ﬁl hiém gip .

Hogi tir thigmg bi nhidem doe |- Rét hiém gip

Hii chimg Stevens Johnson - Rét hiém gap
Ril loan eor xwong |Chudt nit Thuomg gap Chura 16 tin sudt
vit ma lién két |

Lam xdu di tinh trang binh |- Chura rd tn sud

lupus ban dé lan 16a cip tinh 43

eo truoc da

e

P
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MedDRA Tic dung khiing mong mudn Tén suit
Phan loai theo Pk . G
b i erindopri ndapam
Brau khop It gap*
Dau co it pap* Chisa rd tin sudt
Yiu co - |Chisa r6 tin suit
Tidu ca vin - (Chura rd tin sudt
R6i logn thiin va  Suy thin it pap (Rt hiém gip
tiét ni¢u |
Suy thin cdp tinh Hiém gip 1
Vé niéw' Thiéu nigu Hiém gap* .
Réi loan co quan  |Liét duong it pap it giip
sinh sdn v tuyén
vil
Roi loan chung  |Suy nhuge co thé Thudmg glip -
Diau ngire it gap* =
Khé chiu it gap* A
Phi: ngogi bién it gap* L
St it gap* -
Mét moi Hiém gip
Xét nghigm/ Téing uré huyét it gap* .
Chiin doin ; ]
Ting creatinin huyet fit E&P* a
:'['ﬁn.g bilirubin mau Hidm giip -
E'rﬂng CRZYM gan Hiém gip Chura o tin suat
Giam hemoglobin v gidm Rét hiém gaip .
hematocrit
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: =
MedDRA Tiec dyng khing mong muén Tén suiit
Phin logi theo .
) Perindopril Indapamide
h§ cor quan
Ting duémg huvét . Chura £ tin sudt
Tang acid uric méu . Chua rd tin sudt
Kéo dai khoang QT trén dign |- Chura 16 tin sudt
tim 4 :
'Chiin thwong, ng§ Mat thing bing It ghp* =
die v bifn chimg

* Trm sudt doe tinh todn fie cde thic nghigm lam samg d6i vai cde tde dung khing mang
miticin e phdt hign tie bao cdo he pher

Trung nghi¢n ciru phase 11 va phase 111 vé anh hutfmg cia indapamide 1én nong dé kali
huyét twong, két qua cho thiy tac dung phy thude vio liéu ca indapamide:

+ E11dd|;ldm1-ll-|: 1.5 mg: Nong d6 kali huyét < 3.4 mmoll Xdv ra tn:sn 10%% bénh nhin va
nang 4¢ kali llll'\'é' < 3,2 mmol/] trén 496 bénh nhin sau 4 — 6 tuin diéu trj. Sau 12 tudn
diéu tri, mirc giam trung binh cta kali huyvét 12 0,23 mmol/,

+ Indapamide 2.5 mg: Néng do kali huyét < 3,4 mmol/l xay ra rén 25% bénh nhin vi
nang d-l;b kali huyet < 3,2 mmol/l trén 10% bénh nhin sau 4 — 6 tuin didy trj. Sau 12 win
diéu tr, mire gidm trung binh cia kali huvét 1a 0,41 mmol/1,

Bao cio cic phan img o6 hyiz Hiy bio ngay cho béde sT hode duoe 57 nhimg phan img co
hai khi st dung thudc, ké ¢i cdc tac dung chua duge gt ké, hode bdo cdo cac phin img i
hai cia thudc vé Trung tdm Théng tin thude va Theo ddi phan (mg cd hai cda thube (bio

cdo ADR online t3i dja chi hip:/baccacadr vn).
QUA LIEU VA CACH XU TR
O lieu:
- Tac dung I:hﬁng mong mucn hay gip nhat trong truimg hop guﬁ ligu 1a ha hm-e‘;l: Ap, dai khi
kem theo budn nin, ndn, r.i'lu:."ﬂ i, chang mit, budn nga, roi loan tim thin, téu it cd thé
uEn tnén thinh vd nigu {d-n giam thé tich wén hoan). Réi loan mudi va nude {Jl:"flng. d4

mudi thip, ning 45 kali thip) cé thé xay ra.
Cdch xi i,

- Bi¢n phip déu tién can thyre hién 13 n]mnh chémng thai trir thuoe m khoi co thé qua duimg
tiéu héa bing cach ria da dav hode Lh.m_g than hogt tinh, sau dd bi dich va cén bang dién
giai tai trung tim chuvén khoa cho dén khi céc chi so nay tedr lai binh thnimy,

Néu xay ra ha hu}ﬂ ap ding ke, dam benh nhdn o tr thé nam ngira vir diu ha Thap Néu cin

tién hinh Lruy én finh mach nude mudi déng truong, hode cb thé sir dyng céc bign phap ting
thé tich tudn hodn.

Dang co hoat tinh cua perindopril la perindoprilat nén duge tham phin.
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PAC TINH DUGC LUC HQC
Nhom tic dyng dwge Iy ; Perindopril va thude Ioi ticu.
Ma ATC . CO9BADY,

- APIPERIN Ex li su phoi hop ciua perindopril arginine (la thude ic ché enzym chuyén) vin
indapamide {14 thutie I tigu nhom th:rmwlpharnn}ll
'*-h{mg. tinh chit duoe 1y Cl thudw 14 tink chét duree I cia mdi thinh ph:in XEL néng, thém
vao do la tae dyung hiép d-EI-]'I.E'. ¢t hai thanh phan mang lai.

Co che tac dung dwoe 15
Lid 4 perindonril:

Perindopril te ché enzym chuyén, enzym chuvén hoa angiotensin | thanh angiotensin 11 (14
chit co mach); ngoai ra, enzym nay kich Thlch tiét ra aldosterone tir vo thugng thin va con
kich thich sur giang hda bradvkimn (13 chit lam gidn mach) thanh cac heptapeptid mit hoat
tinh.

Bidu db din dén:

Giam tié1 aldosterone.

Tang haat tinh cia renin huyét twong, vi aldosterone khing con tac dyng diu hoa nguge.
(Giam sirc can cda todn b meu:h midu ngoa vi, vu 1ién tde dung trén hé mach nén deova o
thin, khing kém theo gilr mum va mrde hode phan xa nhip t:m nhanh khi ding dai ngay.

+ Tic dyung I.-hUII'I.L L&J:E huyét dp cla perindopril cling thiy xudt hién & nhimg bénh nhin co
nong 4§ renin tha.]:r hodic binh thurimg.

Perindopril theé hién wic dung thing qua chit ::hu_i-qin hod ¢d hoat tinh cia nd b
perindoprilat. Cac chat chuyén hod khac khong cén hogt tinh.

Penndopril lém giam cong tim do:

4

3

+ Lam gidn tinh mach, cé the do lam thay d6i chuvén hod cua cie prostaglanding lim gidm
ti¢n ganh.

+ Lam giam sire can cia hé mach mau ngogi vi: Gidm hiu gdnh.

- Nhimg nghién cinu tién hanh trén bénh nhin suy tim cho thiy:

+ C6 giam ap lwe d6 day cua tam that phai va trii,

+ Gidm sire cdn cia ean bd hé mach miu ngogi vi.

+ Lam ting cung lugng tim va cai thién chi sé Him:

+ Tang luu lugng mau trong co.

+ Cic ket qua trong ede thir nghigm viin ding cling dirge cii thign.

Lign quan tdn indapamide:

- Indapamide 1a dan xuit sulfonamide c6 mét nhén :lnduh el lign quan vé duge 1 voi nhom
thude lgi tiéu thiazide, Indapamide e ché sir tai hap thu natri qua doan pha lofding cia va
thin. Thude nay lim ling su bai tict natri va cloride qua nude tiéu va cling lam ting bai tif

mit ]:I-]:Iﬂ]]. kali va magnesi. qua dé lam taag luomg nuede ticu bai tiét va co tac dyng lam ha
hu}El ap.

Cic tac dung duge Iy:

Lién quan téi Perindopril! indapamide 10 mg’ 2.5 mg

- O bénh nhin tang huyét dp & moi lita tadi, Perindopril/indapamide 10 mg’ 2,5 mg 6 e
dung chong ting huyét ap phy thude lidu trén huyét dp ddng mach tdm thu va thm truong
cat khi ndim ngira hoge khi dimg.
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Picxel, mét nghidn ctru da trung tim, ngdu nhién, mi déi, co d6i chimg so sinh véi
enalapril, dya trén siéu am tim, 1i nghién cinn dé danh gia hidu qua cua phdi hop
perindopril/indapamide trong vige lam gigm phi dai that trai (LVH).

Trong nghién ciru Picxel, céc bénh nhén tang huyét ap kém phi dai that rai (LVH) (dwoc
dinh gid b chi sb khi co thit trai (LVMI) 120 g/m® & bénh nhin nam va >100 g/'m’ &
bénh nhin nir), duge chon ngdu nhién vio 2 nhém didu i trong vong 1 ndm: hojc ding
phii hop perindopril tert-butylamine 2 mg (weng duomg vol 2.5 mg perindopril
arginine yindapamide 0,625 mg hodc ding enalapril 10 mg, véi | lin dung trong npay,

Dara trén mirc huyéi ap cia bénh nhan, liéu ding co the durce diéu chinh tai lidu perindopril
tleri-butylamine Bmg (lvong duong vin 10 mg perindopril arginine) va indapamide 2.5 mg
hodc enalapril 40 mg mdt lan ding trong ngay. Chi co 34% cdc bénh nhén duy o lidu didu
tri perindopril tert-butylamine 2 mg (twomg duong véi 2,5 mg perindopril
arginine)indapamide 0,625 mg (so vdi 20% bénh nhan duy i liéu digu trj enalapril 10
mg).

Viao cudi giai doan diéu tri, chi 56 khéi co thit trdi (LVMI) piam nhidu hon dang ké &
nhim dimg perindoprilindapamide (-10,1 g/m’) so véi (-1,1 g/'m®) & nhom ding enalapril
wén tdng 56 bénh nhin dwge phin ngdu nhién hod, Sy khdc biét vé chi sd khéi co thét wal
gitta 2 nhom 13 -8.3 g/m® (C1 95% (-1 1.5: -3,0), p=0.0001).

Dénh gia vé huyét ap, sz khac biét gitra hai nhom dwege phin ngiu nhién, 13 -5.8 mmHg (C1
95% (7.9, <3.7) p<0,0001) v&i huvdt dp tdm thu va -2,3 mmHg (Cl 95% (-3.6; -0,9),
p=0,0004) vii huyét dp 1am troong, treng 36 nhém ding perindopriliindapamide due
kiém soat 1dt hon,

Lidit quan i perindopril -

P

Perindopril ¢6 tie dung trén 1AL ¢d cde mic 46 cia ting huvét ap, tir nhe dén vim va ning.
Sir giam huyét ap dbng mach tim thu va @m tneeng dat duge & ca thé nim cing nhu tu
thé dimg,

Téc dyng ching thng huyét dp sau khi ding mat licu duy nhat s& dat 161 da trong vong 4
dén 6 giir v kéo dai trong 24 pid.

Téc dyung phong bé enzym chuvén tin tai sau 24 pid vin dat & mire cao, con khoang 80%.
Vi nhimg bénh nhin ¢ dép img v thube, huyét ap s& duge binh thudmg sau khodng |
thang vi duy i duwge ma khong oo hién nromg quen thude nhanh,

Viée ngimg thube khing gy the dung hol tmg trén huvét ap.

Perindopril ¢4 tinh chit lim gian mach va phyc hoi lai tinh din hoi cia esc mach méu
chinh, sira chita nhitng thay d&i v& hinh théi mé hoe trong cac dong mach tao lye can va
lam giam sy phi dai coa tim thill .

Khi can thiét, ding thém thude loi tigu thiszide s cho tic dung hiép dbng eing,

Phii hop mit thude (o ché enzym chuvén v thude loi tiéu thiazide s2 1am giam nguy co
ha kali mdu do thude lgi tiéu tao ra khi ding riéng.
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Lién quan o1 indapamide:

Dimg theo dom trj ligu, indapamide ¢6 tac dung chong ting huyét ap kéo dai trong 24 gio.
Tac dung nav dat duce ngay voi cic lidu ma tic dung loi nigu 12 thﬁp nhit,

Tie dung ching ting huyét ip cia indapamide ty 1§ thudn vii mire df cdi thign chire ning
cua ding mach va nure d§ giam séc can eia toan b hé mach miau ngoai vi,

Indapamide lam gigm phi dai tim thit trdi,

Khi ding qui liéu thubc lgi tiéu thiazide va thube lgi tiéu o lién quan dén thiazide, thi tic
dyng ching tang huvét dp duy tri & mire binh npuyén trong khi ede tic dung o hai lai ting.
Vay néu didu tri khong 6 higu qua, thi khiing nén tang litw.

Neodi ra. viée ding indapamide thubc ngin nghy, trung binh v dai ngdy trén bénh nhin
tang huvét ap da duge chimg minh:

Khing inh hudng tdi chuyvén hoa lipid (triglyceride, LDL-cholesterol va HDL-cholesterol)
Khéng cé anh hudmg téi chuvén hod hydrat carbon, ngay ¢a & bénh nhin ting huvét 4p
kém dai thao duimg.

Dir lifu vié thir nghiém lim sang phong bé kép bé renin-angiotensin-aldosterone (RAAS):
+ Hai nghién ciru lém ngdu nhién, co kim chimg ONTARGET (50 sanh telmisartan dom trj

li¢u va phoi hop voi ramipril trén cde két cuc tim mach) va VA NEPHRON-D (Nghién el
cla Veleran trén bénh 1% thin & bénh nhin dai thao dwémg) d8 kiém chimg vide sir dyng
phii hop thude e ché enzym chuyén v tre ché thu thé angiotensin 11

ONTARGET duyge thyc hién trén bénh nhin 6 tién sir bénh tim mach hodc bénh mach
mau ndo, hode bénh dai thao duwdmg tuyp 2 43 6 bing chimg tén thueng co quan dich. VA
NEPHRON-D [a nghién ciru thye hign trén bénh nhin dai thio dudmg wyp 2 vi bénh nhiin
e bénh thin do dai thao dwimg,

+ Cac nghién ciru nay d4 chi 1o ring khong thay hi¢u qua rd rét ndo trén thin vivhole tim

mach vd tv 18 tir vong. trong khi nguy co ting kali huyét thanh, ton thwong thén cip
vi‘hodic ha huyét dp ting lén so vai didu trf don 1€ mot loai thube,

Do ¢6 dic tinh duge dong hoo twong ty nhau, cic ké gud ndy eling lién quan dén vide sir
dung thude ire ché enzym chuyén khic va cac thude (e ché thy thé angiotensin 11.

Do 46 khimg nén st dung dimg thivi cac thudc e ché enzym chuyén véi cde thude e ché
thu thé angiotensin 11 trén nhimg bénh nhin ¢o bénh thin do dii thio duimg.

« ALTITUDE inghién ciru vai trd aliskiren trén bién eb tim mach va bénh thin & bénh nhin

dai thao démg tuyp 2) 1 mdt nghién ci duge thiet ké nhim dinh gid hiéu qué coa vide
eong thém aliskiren vio nén didu tri chuin dang dimg e ¢hé enzym chuyén hodic e ché
thy thé angiotensin 11 trén bénh nhin dai thao dirdmig tuyp 2 va suy thin man tinh, bénh ¥
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tim mach, hofic ¢4 hai, Nghién cim d8 phai dimg sém do vige tfing nguy cor cila edc bién cd
bat lgi. Tir vong tim mach va dit quy duge quan sat vii tin suat nhiéu hon 0 nhom ding
thém aliskiren so véi nhom placebo, céc bién b bat lgi théng thuémg va nghiém trong
(tang kali, ha hu:.ﬂl"i ap, suy than) eing dwge bdo cao voi tan suat nhicu hom o nhom ding
aliskiren so vin placebo,

Bénh nhian nhi

Hién chura o6 dit lidu v& vide sir dung Pernindopril indapamide 10 mg/ 2,5 mg & tré em.

PAC TINH DUGC BONG HOC

Lién gquan tii Perindopriliindapamide 10 mg/ 2,5 mg

Phai hop perindopril vii indapamide khing lam thay déi tinh chér duce ding hoo cla cd hai

thude so vivi khi sir dung riéng le,

Lién quan té perindopril:

Hidp thu,

Sau khi ding theo duimg uong, sy hip thu perindopril xay ra nkankh, n-:"!mg dd e dai dat durore

trong vong 1 gitv. Thivi gian bén thai coa perindopril trong huyét tuomg 1a 1 gia, Thire an lam

giam sy chuyén hoa thanh perindoprilat. Vi viiv, dé ting sinh kha dung, perindopril arginine

nén duge ding theo duimg uong mt lan mét ngay vaoe budi sang tnroc bifa an.

Phdn ha:

Thé tich phin bd la vao khoang 0.2 Likg véi perindoprilat khéing lién két. T¥ 1é perindoprilat

lién két vii protein cha huyét rong bing £0%, chi yéu vii enzym chuvén doi angiotensin,

numg lai phu thude vao nong dd perindoprilat.

Chuyén hia:

Perindapril 1 mdt thude dang tién chat. 27% cia lugng perindopril udng vio chuyén vao miu

durcri dang chit chuyén hoa cé hoat tinh 1 perindoprilat. Ngoai chét perindoprilat ¢6 hogt tinh,

perindopril con tao ra 5 chit chuyén hia khie déu khong co hoat tinh. Nong &0 cuc dai cla

perindoprilat xuit hign trong vong 3 dén 4 il

Thai wrir:

Perindoprilat duoc dao thai qua mode tidu, vi thid gian bin thai con lai (lerminal half-life)

ctia phin khing lign két vii protein [ vao khoang 17 gio. tao ra trang thii én dinh kéo dai

trong vong 4 ngay,

Tiovén tinh khing tuyén tink:

D chimg minh 14 ¢é quan hé tuyén tinh gl liéu dimg perindapril v ndng d6 chit nay trong
hisvét tromgg,
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Cde dbi trong dic bidt;
Ngneeri gid
Sy dao thai perindoprilat giam & ngwdi ¢ Wi, va cd o nhimg bénh nhin suv tm hay suv
thdn.
Suy thdn:

Vigc higu chinh liéu diing trong tridmg hop suy thiin 12 cén thi#1, va mirc higu chinh phy thuge
vio mire dd suy thin (30 thanh thad creatinine),

Trong trutmg hop chay thin: B thanh thii perindoprilat qua tham tach 1a 70 mLphit.

Ao gan:

Dédng hoe cta perindoprilat bj thay d6i & nhimg bénh nhin xo gan. D6 thanh thii qua gan cia
chit nay gidm xudng cdn mdt nira. Tuy nhién, luong perindoprilat hinh thanh khong bi giam,
va do do khong cin phai hidu chinh lidw,

Lién quan tdi indapamide:
Hip thu:
Indapamide hép thu nhanh vi hodn todn que dng tiéu hoa. Nong 40 dinh trong huyét tremg &
nguen dat durge vao khoang mot gidr sau khi udng thude.
Piwin bé.
Gidn 79% vAo protein huyét tuomg.
Chuyén hia v thai irie
Thin gian bin thai trong khoang 14 - 24 gid (trung binh 18 gidy). Ding lién tuc khéng giy tich
lity thude. Péo thai chii yéu qua nwde tiéu (70% cia lidu ding) va qua phan (22% cia liéu
ding) dudi dang cde chit chuyén héa mét hoat tinh,
Ciie dbi twong die biét:
Suy thin: Dhrge ding hoe eoa indapamide khong thay d46i & bénh nhin suy thin,
QUY CACH BONG GO1
Hap 3 vi x10 vién, W huomg din sit dung thude. (Vi nhém — nhiom)
Hip 5 vi x 10 vién, to hudmg din sir dyng thude. (Vi nhém - nhom)
- Hép 10 vi x 10 vién, tir huémg din sir dung thude. (Vi nhém — nhém)
Hijp 1 chai x 30 vién, t& hudmg din sir dyng thude. {chai HDPE}
- Hip 1 chai x 30 vién, tiy hudmg diin sir dung thuée, (chai HDPE)
Hip 1 chai x 100 vién, tér huimg diin sir dung thude. {chai HDPE)
- Hip I chai x 200 vién, tir huémg din sir dung thude. (chai HDPE)
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BIEU KIEN BAD QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC
- Di¢u ki¢n bao quan: D¢ noi khi rdo, trdnk dnh sdng, nhiét 46 duai 30°C.
- Han dang: 36 thing ké 1 ngay san XLdL
- Tiéu chudn chiit legng: Tiéu chudn co sé (TCUS),

CO SO SAN XUAT
Céng ty Ci phiin Duye APIMED

- Dija chi try sé: 263/9 LY Thuimg Kiét, Phutmg 15, Quéin 11, think phé Hd Chi Minh, Vigt
Nam.

- Bia chi nha may: Buimg N1, cum cong nghiép Phit Thanh - Vinh Thanh, x3 Vinh Thanh,
huyén Nhon Trach, tinh Bang Nai, Viét Nam.
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