Kéo dai khoang QT trén dién

tam dé Chua biét
Cdcxét | Tang glucose mau Chua higt
nghiém Tang acid uric mau Chua higt

Téng néng d6 cac men gan | Chua biét

Béo cdo céc tac dung khong mong mudn nghi ngd

Béo cdo cac tic dung khong mong mudn nghi ngd sau khi duge
cép s6 déng ky 1a quan trong. Yigc nay cho phép tigp tyc theo
ddi can béng lgi fch/nguy cd clia thube. Cac chuyén gia y t&
dugc yéu cau bao cao bat ki tac dung khong mong mudn nghi
ngd ndo qua hé théng bao cao qude gia.

QUA LIEU VA CACH XU TRI

Triéu chiing:

lndapamtde khong cho thay ddc tinh & I8y toi 40mg, nghia la
27 lan lidu diéu iri.

D&u hiéu clia ngo doc cép tinh 1a rdi loan nude va dién gla!
(ha natri mau va ha kali mau) Céc dau higu lam sang c6'thé
& budn ndn, ndn, ha huyst ap chudt rlt, chong mat, ué odi, I
I&n, chiing dai nhiéu hoac thigu nidu co thé dan dén vo niéu (do
gidm thé tich méu)

Céch xd tri:

Bién phéap d&u tién 1a thai trif nhanh thudc ra khot da day va/
hodc dung than hoat tinh, tiép theo 1 phyc hdi tuéin hoan va can
bang nudc/dién gidi t6i tr] s6 binh thuding & trung tam chuyén
khoa.

TiNH CHAT DUGC LUC HOC
THUOC L3I TIEU TAC PONG TREN GIAI DOAN PHA LOANG
CUA ONG THAN
Nhém dude ly-diéu tri; Cac Sulfonamide
Ma ATC: CO3BA11
Co ché téc dung
lndapamlde 2 dén xuét sulphonamlde o] mot vong indole va
chmh vong indole nay dén dén tac dung dugc Iy clia cac thude
Igi tiéu thiazide. Lo t|eu nay Uc ché sy tai hép thu natri & giai
doan pha lodng cua ong than. N 1am tang sy bai tiét natri va
clorid vao nudc tiéu va mét phan lam tang bai tiét kali va mag|e
do d6 lam tang lugng nude tiéu va co tac dung ha huyét ap.
Téc dung dugc e
Céc nghién ctu.trén pha 11 va pha Il sl dung don trj liéu da
chung minh hiéu qué ha huyet ap kéo dai 24 gid. Diéu nay hién
dign ¢ lidu c6 tac dung loi tidu nhe. ‘
Tac dung ¢hdng tang huyet ap cla mdapam|de lién quan td|
viéc cdi thién do chun gin dong mach va giam khéng luc tiéu
dong mach v&' glam tdng khang lic ngoai bién,
lndapam!de fam glam ph\ dai that trat.
Thiazide va va céc thude lgi tiéu fign quan dén thiazide ¢4 tac
dung ha huyét ap binh nguyén khi ndm ngoai khodng liéu nhét
dinh, trong khi cac tac dung phy tiép tuc ting. Khong nén tigp
tyc téng liéu néu diéu tri khong hiéu qua.
Trén cac bénh nhan tang huyét ap ding ngan ngay, trung binh
va dai ngay cho thay indapamide:

« Khéng lam anh hu&ng 161 chuyén hoa lipid: cac triglyceride,
L.DL-cholesterol va HDL-cholesterol
+ Khdng c6 anh hudng ti chuyén héa hydrat cachon, ngay ca &
bénh nhan tang huyt &p kem déi thao duting.

TiNH CHAT DUGC BONG HOC

NATRILIX SR cung cfip dang gidi phdng kéo dai dya trén hé
théing chét nén, trong d6 hoat chat:dugc phan tan trong mét
khung dd cho phép phong thich kéo dai indapamide.

Hap thu

Phan indapamide phdng thich dugc hép thu nhanh chéng va
hoan toan qua ong tiéu hoa da day rudt.

An 1am tang nhe 16c do hap thu nhung khéng &nh hudng dén
lugng thuc dugc hap thu.

N6ng d6 dinh trong huyé’t thanh sau liéu ddn dat dudc khodng
12 gio sau khi ung-thudc, st dung 1ap lai fam gidm sy bién
thién nong dd trong huyet thanh gida hai ligu.

C6 bign thién gira c4c c4 thé, ;

Phan bé

Su gan két clia indapamide vdi protein huyét tuong 1a 79%
Thoi gian ban thai trong huyét tudng 13 14 dén 24 gig (trung
binh 18 gad)

Trang thai 6n dinh dat dugc sau 7 ngay

Sa dung liéu 1ap lai khong gay tich Iy thudc.

Chuyen hoa

Thai trii chd yeu qua nudc tiéu {70%) va qua phan (22%) dudi
dang chét chuyen héa khong hoat tinh.

Nhitng ngudi c6 nguy cd cao

Cac thdng 6 dugc dong hoc khang thay déi trén bénh nhér
suy than.

QUY CACH BONG GOI

Hop gom 3 vi, m&i vi 10 vién bao phim giai phong kéo dai
PIEU KIEN BAO QUAN

Béo quan § nhiét d6 dudi 30°C.

HAN DUNG COA THUGC
3 ndm k& tir ngay san xuat.

TIEU CHUAN CHAT LUONG CUA THUBC
Tiéu chuén cd &

CHU 6 HOU GIAY PHEP :
Les Laboratoires Servier - France /Phap

NHA SAN XUAT

Les Laboratoires Servier Industrie
905, route-de Saran

45520 GIDY ~FRANCE / Phap
Website address: www.serviervn
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TO HUGNG DAN SU DUNG THUOC
TEN THUGC

“NATRILIX

Thudc ny chl diing theo don thude
Doc Ky thdng déin sl dung trude khi diing
Dé xa tm tay tré em

THANH PHAN CONG THUC THUGC

Mot vién nén bao phim gidi phong kéo dai chia:

« Hoat chét: 1,5mg indapamide.

» Thanh phén 14 dugc:

Vien chua bao: Silica keo khan, hypromellose, lactose
monohydrate, magnesi stearate, povidone.

Mang bao -phim: glycerol, hypromellose, macrogo! 6000,
magnesi stearate, titan dioxid.

DANG BAO CHE
Vién nén bao phim giai phdng kéo dal.

CHI BINH ,
NATRILIX SR dugc chi dinh cho bénh tang huyét &p nguyén
phét & nguai trudng thanh.

LIEU LUGNG VA CACH DUNG

Liu ILIdng

M6t vién trong 24 gid, t6t nhédt nén-udng vao-budi sang, nén
nudt c& vién thudc véi nude va khéng nhai.

Lidu cao han khong céi thién tac dung chéng tang huyét ap
nhung s& lam tac dung lgi tiéu tang thém.

Cée d6i tugng d3c bigt

Suy than;

Trong trudng hdp suy than néng (do thanh thai creatinine dudi
30ml/phat), chong chl dinh diing thudc nay.

Thiazide va cac thudc lgi tidu lién quan dén thiazide chl higu
qué khl chuo nang than binh thuting hodc suy giam nhe.

Su

Chong ch1 dmh diéu trj cho bénh nhén suy gan nang.

Naudi 16n tudi:

0O bénh nhan 16n tudi, lidu dung phai dUGc dleu chinh theo dd
thanh thai creatinine, thong ) lién quan dén tudi, can ning va
gi6i tinh. Bénh nhén [dn tudi c6 thé dude diéu tri bang NATRILIX
SR néu chic nang than binh thuding hodic chi suy gidm nhe.
Bénh nhi:

Do an toan va hiéu qua cda NATRILIX SR trén tré em va tré vj
thanh nién chua dugc thigt 1ap. Hién khong c6 d lidu.

Cach ding
Dlng duding udng

CHONG CHI DINH

« Man cam vdi indapamide, véi cac sulfonamide khéc hodc véi
bt ky thanh phén nao cha thube

* Suy than nang

+ Bénh nao do gan hodc suy gan nang

* Ha kali huyét

023075239

CANH BAO VA THAN TRONG KHI SU DUNG
Than trong déc higt
Khi chUc néng gan bi suy giam, cac thude Ioi tiéu nhom thiazide
¢6 thé gay ra bénh ndo do gan déc biét trong hoan cénh 16
loan dién g!al Phai diing ngay viéc uéng thudc Igi tiéu néu hign
tigng nay xay ra.
Nhay cam anh sang
Cag trudng hgp phan (ng nhay c&m vdi dnh séng da duge bao
cao khi dung thiazide hodc cac thuc Ii tiéu nhém thiazide,
N&u céc phan (ng nhay cam véi anh sang xudt hien trong qua
tnhh didu tr, hay dung diéu trj, Néu vige dling loi tiéu 1 thuc sy
cén thiét, khuyén cdo bao v& nhing viing da tiép xUc véi mat
trdi hodc tia UVA nhén tao.
Ta dudc
Bénh nhan bj cac bénh di truyén hiém gép vé khdng dung
nap galactose, thidu hut lactase hoéic kém hép thu glucose-
galactase khong dugc dling thudc nay.
Than trong dic biét khi sli dyng
Can bang nudc va didn giai
NQTLIJJLIJ@.TMQ
Thong s6 nay phai dudc do trudc khi bét dau didu tr; va kidm tra
thuang xuyén sau do. Viéc ha natn méu ¢6 thé khdi dau khong
€6 trigu ching va do do vigc kiém tra thuding xuyén 12 cdn thiét,
va nén tién hanh kiém tra thudng xuyén hdn & bénh nhan Idn
tui va bénh nhan xa gan. Bt ky thudc 1gi tidu nao cling 66 thé
gay ha natri mau, doi kh| géy hau qua ngh1em trong. Ha natri
mau di kém vdi g|ém thé tich mau c6 thé dén dén mat nudc va
ha huyet ap thé diing. Viée mat déng thai cac fon chloride co
thé dan dén nhiém kiém chuyen héa bl trii thii phat: ty 16 mac
va miic d¢ cla tac dung nay la nhe.
Kali huyet fuong
Mét kali va ha kah huyét tuong 1a nguy co chinh cta thiazide va
cac thude Igi tiéu lign quan tdl thiazide.Nguy cg khdi phat clia
ha kali huygt (<3 4mmol/l) can phai dugc phong nglia 4 mbt s6
bénh nhan ¢6 nguy ¢d cao, nhu bénh nhan Ién wéi, suy dinh
dufing va/hodc dang digu trj nhidu bénh, bénh nhén xd gan
vai phlr va cb trucng, bénh dong mach vanh va suy tim, Trong
nhung trudng hop nay, ha kali mau lam tang dgc tinh tim cla
cé4c ché pham digitalis va nguy cd loan nhip tim.
Nhiing bénh nhén vdi khoéng QT dai, cho du 1a bam sinh hay
6 nguén goc ti bénh ly, cung ¢6 nguy c¢. Ha kali huyét, cham
nhap tim 12 yéu 16 khdi phat cla loan nhip nghiém trong, dai khi
dan d6n xodn dinh c6 thé gay ti vong.
Klem tra thudng xuyén hon kali huyet thanh dugc yeu cAu & tat
cd céc trudng hop k& trén, Lan kiém tra kali huyet thanh dau
tién nén dugc tién hanh trong tudn dau sau khi bat dau diéu tr.
Khi phét hién ra ha kali mau, yéu cau phéi diéu chinh,
Calcl huyét tiong
Thiazide va cac thudc loi tidu lién quan t6i thiazide co thé lam
gidm bai 18t calci qua dudng nidu va do dd lam tang nhe va
tam thdi calci huyet tu@ng Viée tang calci mau cung ¢6 thé do
chling tang néng tuyén can giap khong dudc chan doan trudc
dé. Vige diéu tri nén dude rdt trude khi tham do chiic nang tuyén
can giap.
Glucose mau
Kiém tra glucose mau 1a quan trong § bénh nhan dai théo
dudng, dac biét khi c6 sy ha kall méu,
Acid uric
Xu hudng bi bénh gt ¢6 thé tng & nhiing bénh nhan ¢ ting
acid uric
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Chifc nding than va cac thudc Igi tidu

Thiazide va cac thudc Igi tidu lien quan t6i thiazide chl hidu qua
hoan toan khi chiic ndng than binh thuting hodc suy giam nhe
(creatmme huyét tdng dudi mlic 26mgf, nghia 1& 220umol/t &
ngudi tridng thanh). G'benh nhan lon tum mic creatining huyét
tuang nay pha| dudc diéu chinh theo tudi, can nang va gidi tinh.
Mat IUOng tuéin hoan, tht phat sau khi mat nudc va natri khi bat
dAu diéu tri, gy ra mic giam a6 loc cAu than. Vige nay o6 thé
dén dén tang ure mau va creatinine huyét tuung Sii suy giam
chiic nang than thoang qua hay khéng phai [a van dé véi nhung
ngudi ¢6 chic nang than binh thuang nhung c6 thé lam tram
trong han viée suy gidm chiic néng than frudc-do.

Vén dong vién

Van dong vién can chii y do thudc nay 6 chua hoat cht c6 thé
gay phan Ging dudng tinh trong test doping.

KHA NANG SINH SAN, PHY NG CO THAI VA CHO CON BU
Phuy nii ¢é thai

Khong c6 hodic ¢6 han ché dif ligu (it han 300 phy nd ¢6 thai c6
k8t qua nghidn cliu) vé viéc ding 1ndapam1de trén phu nu cé
thai. Dung thiazide kéo dai trong 3 thang cubi thai ky ¢6 thé fam
glam thé tich huyét tuong clia me cung nhui luu-fugng méau chay
vao t cung-nhau thai, dleu nay ¢6 thé dan dén thidu méau cuc
b8 va su cham phat trién cla thai nhi.

Cac nghlen clu trén dong vt khong cho théy cac tac dung co
hat tryc tiép hosic glan tip lién quan 16i dac tinh sinh san.

Dé dé phong, 16t nhat I tranh diing indapamide trong thdi gian
c6 thai.

Phu nii cho con bl

Khong ¢6 da 1hong tin vé sy bai tiét cla mdapamxde/cac
chét chuyén héa vao sia ngLfdl Man cam vdi cac dan chét
suiphonamide va ha kali mau 6 thé xay ra. Nguy cd d8i véi tré
sd sinh/tré nhd chua dugc loai trii,

Indapamide c6 fién quan chét cha véi céc thudc lol tidu thiazide,
do dé trong thdi ky cho con by, thude lam gidm hogc tham chi
U ché tiét sifa.

Indapamxde khdng nén diing trong thai ky cho con bd.

Kha néing sinh san

Céc nghién ctiu ddc tinh smh s&n cho théy khéng ¢ tac dong
d8n kha nang sinh san cla chudt cdng duc va cal.

Thude duge dy doan 1a khong &nh hudng tdi kha néing sinh sn
clia ngudi.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY
Moc

NATRILIX SR khong anh huéng dén sy tinh tao nhung mot 56
phan ing knéc ¢6 lién quan dén sy giam huyet &p c6 thé xuat
hién trén mdt s6 bénh nhén, dac biét khi bat dau khéi trj hodc
khi ph0| hop véi cac thude digu tri tdng huyet ap khéc.

Keét qua Ia kha nang 14i xe va van hanh may mdc c6 thé bj suy
gidm.

TUONG TAC cUA THUGC véi CAC THUBC KHAC VA CAC
DANG TUONG TAC KHAC

Céc phéi hap khéng khuyén céo

Lithi

Tang [ithi huyet tudng véi cac dau higu cla qué liéu, nhu ché dé
an khong mudi (lam gram bai tiet fithi qua nude tleu) Tuy nhién
néu vigc dung thudc Igi tiéu 1 cn thiét, nén kiém soat chat ché
lugng lithi huyét tudng va diéu chinh lidu.

Cac phéi hop cén than trong khi ding
Cac thudc c6 thé gay xoan dinh
» Thudc chdng loan nhip nhém 1a (quinidine, hydroquinidine,
disopyramide)
o Thudc chdng.-loan nhip nhém Il {amiodarone,  sotalol,
dofetilide, ibutilide)
« Thudc chdng loan than
Phenothiazines (chlorpromazine,
levomepromazine, thioridazine, trifluoperazine),
Benzamides (amisulpride, sulpiride, sultopride; tiapride),
Butyrophenones (droperidol, haloperidol),
Gac thubc khac: bepridil, cisapride, diphemanil, erythromycin
diung dudng tiém fnh . mach, halofantrine,” mizolastine,
pentamidine, sparfloxacin, moxifloxacin, vincamine dung dudng
tiém tinh mach.
Téng nguy cd loan nhip that, dac biét 1a xoén dinh (ha kali- mau
|2 y&u i6 nguy ca)
Can theo d6i viéc ha kali mau va didu chinh, néu can thiét, trude
khi bat ddu phéi hap nay. Theo dbi trén lam sang, dién gidi
huyét tuong va dién tam do.
S dung cac thudc khong cé yéu diém gay xoén dinh trong
trudng hop ¢6 ha kali mau.
Thudc gidm dau chéhg viém khéng steroid (N.S.A.LD)
(dudng ding toan than), bao gbm thudc e ché chon loc
COX - 2, acid salicylic lidu cao ( >Sglngay)
C6 thé lam giam hieu qua ha ap clia |ndapam¢de
Nguy o suy than cap trén bénh nhan mét nudc (gidm muc loc
cau than).
Bl nude cho bénh nhén, kidm soat chiic néng than ngay tli khi
bat dau didu tri.
Céc thudc Uc ché enzyme chuyén (A.C.E.)
Nguy ¢o ha huyét ap dot ngft va/hoge suy 4 than cap khi bt dau
diéu trj voi mét thudc dc ché enzyme chuyén néu bénh nhan b
mat natri trudc d6 (dac biét trén bénh nhan cé hep ddng mach
than)
Truang hop Iang huyét ag khi diéu tri thudc lgi tiéu trude do cé
thé gay ra gidm natri, can thigt phal

» Ho#c duing thude Idt tidu 3 ngay trude khi diéu tr} bang thude
tc ohe enzyme chuyén va nep tuc ding lai thudc Igi tiéu ha kali
néu cn thigt
. Hoao khé trj véi lidu thdp cla thudc e ché enzyme chuyén
va tang dén liéu
Truding hop suy tim sung huye khés i vdi lidu réat thap cla
thuoc (ic ché enzyme chuyén, c6 thé sau khi giam lidu thudc Igi
tiéu ha kali.ding phai hop.
Trong mof trudng hgp;-theo déi chic nang than (néng do
creatinine huyet tuong) trong nhiing tuén diu trj dau tién voi
thudc tc ché enzyme chuyen
Céc phdi hgp khac gay ha kali mau: amphotericin B (tiém
tinh mach), glucocorticoids va mineralcorticoids (dudng
diing toan than), tetracosactide, thudc nhuén trang kich
thich
Tang nguy cd ha kali mau { tac dung cong them)
Kiém soét chit ché ndng do kali méu va diéu chinh néu cén
thiét. Dac biét phai lubn chl ¥ trudng hop diéu tri phdi hgp
digitalis. Dling thuéc nhuéan tréng khdng kich thich,
Baclofen
Téng hidu quéa chdng tang huyet ap
BU nudc cho bénh nhan; kiém sodt chiic néng than ngay khi
b3t dau didu tri.

cyamemazine,
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Cacché phém digitalis

Ha kali mau lam téng doc tinh cla d!g:tahs

Kiém soat kali huy8t tuong, dién tam dé va, néu can thiét, didu
chinh viéc didu tri.

MMM

Allopurinol: su dung ddng thoi véi indapamid 6 thé am tang
phan tng mén cam vdi allopurinol

Phéi hap cén can nhac

Thube Igi tiéu gili kali (amiloride, spironolactone,
triamterene)

Khi cac phdi hdp hgp Iy dudc coi Ja c6 ich cho mat s6 bénh
nhén, ha kali mau hoac tang kali mau (dac biét trén bénh nhén
suy than hodc dai thao ducng) c6 thé van xay ra. Nén theo dbi
néng do kali huyét tuong va dién tam dé, néu can thiét, xem lai
phéc d6 didu trj.

Metformin

Téng nguy co nhiém toan acid lactic do c6 thé gap suy théan
chiic nang do dung thudc loi tiu va dac bigt la cac thude loi
tidu quai.

Khong dung metformin khi néng do creatrmne huyét tuong vugt
quéa 15mg/l (135umol/t) & dan ong va 12mg/l (110umolf) & phy
nif.

Thudc can quang ¢6 iod

Trong trudng hdp mat nudc do dung cac thude loi tiéu, s8 tang
nguy cd suy than cép, ddc bigt khi dua mot lugng 1dn thudc cén
quang ¢6 iod vao ¢d thé. BU nudc trude khi ding thudc can
quang c6 iod.

Thudc chéng trim cdm giéng imipramine , thude an than
kinh

Hiéu qué chéng tang huy8t &p va nguy co ha huyét ap thé ding
tang lén (higu qua cong hop)

Calei (dang mudi)

Nguy cd tang calci mau do gidm bai tiét calci qua nudc tidu,
Ciclosporin, Tacrolimus

Nguy co tang creatinine huyet tudng khong kém thay déi néng
dd cyclosporine trong tudn hoan, ké cé trong trudng hap khong
6 méat nudc/ dién giai.

Corticosteroid, tetracosactide (duding diing toan thén)

Higu qua chdng tang huyét ap bi gidm (gili nude/mudi do
corticosteroids)

TAC DUNG KHONG MONG MUON
Tom 14t hé sd an toan
Céc tac dung khong mong muon thuang gap nhat da dugc béo
¢40 12 cac phan Ung qua man, chll yéu 1a & da; trén nhiing bénh
nhén da dudgc xac dinh c6 di tng vahen trude dé, va cac phat
ban dét san.
Trong cac th{r nghiém I&m sang, ha kali mau (kali huyét tuong
<3,4mmol/l) xay ra & 10% bénh nhén va <3,2mmolfl & 4% bénh
nhan sau khi diéu tri 4 dén 6 tudn, Sau khi diéu tri 12 tuén, kali
huyét tuong giam trung binh 1a 0,23mmol/l.
Da s8 cac tac dung khéng mong mudn lign quan dén lam sang
hoéc cac thong s6 xét nghiém 1a phy thudc Iiéu.

Béng tom 4t cac tac dung khonq mong muén
Céc tac dyng khong mong mudn sau da quan sat duge trong
thai gian didu tri v6i indapamide dudgc sdp x8p theo tén suét
sau:
Rét phd bién (21/10); thudng gap (21/100 dén <1/10); khéng
thudng gap (21/1000 d&n < 1/100); hiém gap (=1/10000 dén
<1/1000); rat hidm gap (21/100000 d&n <1/10000); chua biét

(tAn sudt chua thé 1dc doén tUi cac di lisu hién c6)

Hé thong Cacﬂiac dung khéng mong Tan sust
cd quan | mudn
Cécrgi | Mat bach cAu hat Rat hiém gap
loan Thigu mau bat san Rat hiém gép
mauva | ThiBu mau tan huyét Rat hiém gap
hé bach |Giam bach cdu Rét hiém gép
huyét Giam tiéu cAu Rét hidm gép
Cacedi | Tang calci huyét Rét hiém gép
loan Mét kali véi ha kali mau; ddc
f,';:yf; biét nghiém trong & nhiing | Chua biét
dinh ngusi ¢6 nguy g cao. '
duding Ha natri mau Chua biét
Chong mat Hiém gap
Cacroi  |Métmoi Hiém gap
loanhé |Pau dau Hiém gép
than kinh | Dj cam Hiém gép
Ngat Chua bigt
Céc rdi Cénthi__ Chua biét
loanvé | M3 mit Chua biét
mat Giam thi lue Chua biét
.- .. |Loan nhip tim Rat hiém g&p
l‘:')zcnm Xo&n dinh (26 kN& &G 929 | o b
. tlf vong)
Cac ri
loan mach | Ha huyét ap Rat hiém gép
méu
Nén Khéng thudng gép
Cacedi  [Budnnén Hiém gap
loan hé¢ |Téo bon Hiém gép
tiéuhda |Khd miéng Hiém gap
Vigm tuy Rat hiém gap
Chtic ning gan bat thudng | R4t hiém gap
Cacrdi  |Khd nang khdi phat bénh ]
loan chifc |nd0 gan trong trutng hgp|Chua biét
ndng gan |SUy gan
Viém gan Chua biét
Céc phén ling qué mén Thudng gap
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