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POC KY BON HUGNG DAN TRUGC KHI DUNG THUOC
MUON CO THEM THONG TIN, XIN HOI Y KIEN BAC ST

THUOC CHi BAN THEO PON

"NATRILIX°

Vién bao phim phéng thich cham
Indapamide

THANH PHAN

Mdt vién bao phim phéng thich chim chida

Hoat ch4t: Indapamid 1,5mg,

T4 dugce: anhydrous colloidal silica (E551),

hypromellose (E464), lactose monohydrate,

magnesium slearate (E470B), povidone,

glycerol (E422), macrogol 6000, titanium

dloxide (EL/1).

TRINH BAY

Vién bao phim phdng thich chaim mau trang,

hinh tron.

Hép | hoac 3 vi, mdi vi 10 vién bao phim

phiéing thich chiim

CHi PINH

Thudt nay dong diéu trj ting huyét 4p

uguyén phal.

TINH CHAT

Thudt ndy 1am gidm huyét dp.

Vién thuéc dang bao phim phéng thich chAm

¢6 chita hoat chi't 13 indapamid,

CHONG CHI PINH

Khéng dong NATRILIX SR, vién bao

phim phdng thich chim trong trudng hgp

e di dng vdi indapamid hay vdi céc
sulphonamide khéc, hay vdi bit cif thanh
phdn ndo cia NATRILIX SR,

» Suy thdn ning (d6 thanh (hdi creatinine
= 30ml/phut),

e bénh gan nang hay bénh nio do gan,

e nbng dé Kali mdu thap.
THAN TRONG VA CANH BAO PAC
BIET
Cén than trong khi dimg NATRILIX SR,
vién bao phim phdéng thich chim trong
trudng hgp:
e c6 nhifng van dé vé gan,
s d8ithdo dituyg,
e bénh git,
6 nhitng vin dé vé nhjp tim hoac than,
e dang cdn 1am cdc xét nghiém d€ xac
dinh chite nfing tuyé&n cin gidp.
Ciu bdu vdi bide 61 n6u ban ¢6 phin \ing qua
min cdm vdi dnh sang,
Bic si c¢6 thé yéu cdu ban lam cdc xét
nghiém méu d¢ xac dinh xem ndng dé natri,
lati co thip khéng, hay ndng d5 valli L6 cau
Ichong.
Né&u ban nghi ban dang gap phai bt ky tinh
trang nao trén diy hodc ban nghi ngd vé
thudc ban dang diing, hdy xin ¥ ki€n béac si
hodc dudc sicia ban,
Vin dong vién cin bi€t ring thudc nay cé
chita hoat chét c6 thé giy phan itng dudng
tinh trong thit nghiém ki€m tra doping.
TUONG TAC THUOC VA CAC DANG
TUONG TAC KHAC
Hiy bdo cho bac si hay dugc si biét nén bau
dang diing hay gin diy cé dung batky thude
nao khic, k€ cd thudc khong ké toa.




Cdc phéi hap khéng khuvén cdo:
Lithium:
Tiang lithium huyé&t wong vdi cdc div hiéu
ctia qud liéu, nhi vdi ché do an khdng mudi
(giam bai i€l lithium qua nudc tiéu). Tuy
nhién, n€u viéc dung thube 1di ti€u 13 ¢in
thi€t, nén ki€m soat chat ché lugng lithium
huy€t tuong va diéu chinh liéu,
Cdc phdi hap cdn thin trong khi ding:
Céc thufic ¢ th€ pay xoin dinh:

- Thudc chéng loan nhip loai Ia
hydroquinidine,

(quinidine,
disopyramide),
- Thudc chéng loan nhip loai III
(amiodaronc, sotlalol, dofetilide,
ibutilide),
- Thuéc chéng loan than:

o Phenothiazines
(chlorpromazine,
cyamemazine,
levome promazine,
thioridazine, trifluoperazine),

o benzamides (amisulpride,

sulpiride, sultopride,
tiapride),

o hutyrophenones  (droperidnl,
haloperidol),

o cdc thude khiac: bepridil,
cisapride, diphemanil,
myllumnyrill IV,

halofanuine, mizolastine,

pentamidine,  sparfloxacin,

moxifloxacin, vincamine IV,
Tang nguy cd loan nhip that, dac biét la
xodn dinh (ha kali mau 13 y€u 8 nguy cd).
Cén theo d&i st d€ phdt hién kip thdi ha
kali mdu, va diéu chinh, n€u thiy cdn thi€l,
trudc khi phdi hdp cdc thude niy, Trén lim
sang, theo d6i dién gidi va dién tim dé.
Diing cdc thudc khdng co yéu diém gdy xodn
dinh trong trugng hap cd hg kali nie

Thubc giam dau chéng vién khang steroid
(NSAIDs) (ddng dudng véng) bao gém
thubc e ch€ chon lpe COX - 2, acid
salicylic li€u cao (2 3g/ngay).

C6 thé Jam gidm hiéu qud ha dp cia
indapamide,

Nguy cd suy thin cap trén bénh nhin mat
nude (gidm mic loc cdu thin). Bb nudc cho
bénh nhan; ki€m sodt chifc ning than ngay
tir khi bt ddu diéu tri.

Céc thude e ch€ men chuyén (ACE):
Nguy cd ha dp dot ngol va/ hoac suy than
cap khi diéu tri vdi thufc dc¢ ch€ men
chuyén (ACE) thudng khdi diu trén nén
bénh nhédn cé mifc natri thap tif trude dé (dac
biét trén bénh nhdn cé hep dbng mach
than).

Trudng hop tang huyét dp, khi diéu trj thuée
Idi ti€u tntdc 46 c6 thé gy ra gidm nairi,
can i€t phai:

- holic dung thude loi tidu § ngay e
khi diéu tri biing thuéc e ché men
chuyén ACE, va ti€p luc dung lai
thudc 1gi ti€u ha kali né€u ¢in thiét;

- hoac khdi trj vdi liu thip thudc e
ché’ men chuydn (ACL) va tng liéu
dan.

Truong hup suy tim sung huyéi, khdi i vdi
li¢u thap thubce rc ché men chuyén (ACE),
o e sau Khi 43 gidu lidu thude lol d&u ha
kali ding két yp.

Trong moi truong hgp, theo d&i sat chuc
ning than (néng d6 creatinine huy&t widng)
trong nhifng wan diéu tri dau tién véi thudec
ifc ¢ch& men chuyén.

Cic ph6i hop khéc giy ha kali muu:
amphotericine B (tiém tinh mach),
glucocorticoids va  mineralocorticoids
(diing du&ng ubng), tetracosactide, thufe
nhugn trang kich thich.



Tang nguy cd ha kali mdu (tdc dung cong
hap).

Ki€m sodt chat ché ndng do kali mdu va
diéu chinh (n€u céin thi€l). Phdi ludn luu y
trrdng hdp diéu tri phdi hdp digitalis, Ding
thudc nhudn tring khong kich thich.
Baclofen:

Lam ting tac dung ha ép.

Bl nudc cho bénh nhin; ki€m sodt chitc
ning thin ngay khi bit diu diéu tri.

Thubc trg tim digitalis:

Ha kali mau lam tang déc tinh cia digitalis.
Ki€m sodt ndng d6 kali mdu va dién tam dd
va, n€u cin thiét, diéu chinh liu diéu trj.
Phéi hap cdn phdi cdn nhdc:
ThuGe Igi tifu gid kali
spironolactone, triamterence):
Mac di phéi hdp nay cé thé hitu ich cho mét
50 bénh nhin, ha kali mdu (dac biét rén
bénh nhdn suy thin hoac ddi thio dudng)
hodc tAng hali mdn ef ihd xudt hidn, Nén
theo doi ndng d6 kali mdu va dién tim dg,
va, n€u cin thi€l, xem lai phéc dé diéu tri.
Metlormin:

Tang nguy cu nhiém toan acid lactic gy ra
hdi metformin do ¢6 thé gap suy thin chife
nang do diing thude Idi tifu va dac biét 1a
thude lyi ti€u quai, Khiong diing metformin
khi néng dé crcatininc huy&l wong vuyt qué
15mg/l (135 pmoly & Jan Gop va gl
(110 pmol/l) & phy nit.

Thube ean quang ¢6 iod:

Trudng hdp c¢é mal nudc do diing thude Idi
li€u, s€ ing nguy co suy than cap, dac biét
khi dua mdt lugng 16n thudc cin quang cd
iod vao ca thé.

Chéng mit nude trude khi ding thudc cin
quang c6 iod.

Thudc chéng triim cdm giéng imipramine,
thudc an thén:

(amiloride,

Hiéu qua chong ting huy&t dp va nguy cd ha
huyél dp thé ding ting lén (tic dung cong
hap).

Calei (dang mubi):

Nguy cd ting calci mdu do gidam bai tiél
calci qua nudc ti€u.

Ciclosporin, tacrolimus:

Nguy cd ting creatinine huy€l wong khiong
kém thay ddi néng d6 cyclosporine trong
tudn hoin, k€ cd trong truding hdp khéng 6
mat nudc/ dién gidi.
Corticosteroid,
dudng udng):

Hiéu qui chéng ting huyét 4p bi gidm (giit
nude/ mudi do corticosteroid),

CO THAI VA CHO CON BU

Hiy hdi bac si hoac dudc si trwde khi diing
bat ky thuéc nao.

Thuéc nay khéng nén ding trong thdi kv
mang thai. Khi chuin bj mang thai hoic
dang mang thai, nén chuy€u sung didu uf
biing thuéc khidc cang sdm cang (1. Hiy bio
vdi bdc si n€u ban dang mang thai hoac
chudn bi mang thai.

‘Thudc nay duijc bai i€l qua sita, Néu ding
thudc ndy, khouy néu chu con bi.

LAI XE VA VAN ITANH MAY MOC

Do tic dung ha dp ciia thude, thude vay ¢
thé gay nhitng tac dung khéng mong mudn
nhv chong mat hoac méEt maéi (Acu mwe Téc
dung khong mong muén), Nhitng tic dung
khéng mong muén nay s& dé xay ra khi mdi
bit ddu diéu tri hodc sau khi ting liéu. Néu
gip phdi trudng hdp nay, hiy han ché lai xc
va cdc hoat dong khdc cin sy tinh tio. Tuy
nhién, néu dugc kiém sodtl (61, nhitng tic
dung phu nay dudng nhuy sé khong xudt
hién. _
THONG TIN QUAN TRONG VE MOT SO
THANH PHAN CUA NATRILIX SR

tetracosactide  (ding



Thude nay cé chita lactose monohydrate.
Néu bdc si dd bdo vdi ban 13 ban khong
dung nap vdi mot s6 loai dudng, hiy bdo
ngay vadi bdc si trde khi ban diing thubc
i A ;

LIEU VA CACH DUNG

Liéu ding

Mot vién mdi ngay. Nén uéng vao budi
sing. Thudc ¢6 thé ubng vao bat ky thai
diém nao cia bita dn. Nén udng ci vién
thudc vdi nude. Khdng nén nghién hay nhai
vién thudc,

Viéc diéu tri ting huyét 4p thudng kéo dai
sudL dai.

0 liéu cao hdn, tic dung chéng ting huyél
ap cua indapamide khéng ting thém nhung
tic dyng 1gi ti€u ting thém.

Tré em va tré vi thanh nién: khoéng nén ding
NATRILIX SR cho tré em va tré vi thanh
nién do thiu dit liéu v¢é hi¢u qua va do an
loin.

Qui lidu

Néu ban udng qui nhiéu vién thudc, hiy
gap ngay bdc si hodc dudc si cta ban.

Liéu cao NATRTI IX SR cd thé giy nén,
budn n0n, hy huy@t dp, chubt nit, chéng mat,
ngd g, li 1in va thay ddi lugng ndde tidu
(da ni¢u hoac thi€u niéu ¢6 thé A€ unke vO
niéu (do gidm thé tich mauy)).

Cac bign phap 8¢ cifu nhim ahanh iduy
logi bé thuSc khoi dudng ti€u héa bling cich
rfa da day va / hodac cho bénh nhidn uﬁ“ng
than hoat, sau dé hdi phuc cin bing nudc/
dién gidi tai trung tim héi sitc chuyén sau.
Néu ban quén uéng thube

Néu di quén udng thude, udng liéu ti€p theo
nhyf thudng 1é. Khdéng udng ting liéu 1én gip
d6i d€ b vao liéu di quén.

Néu ngirng uéng NATRILIX SR

Vi diéu trj ting huy€t 4p thudng kéo dai sudt
dd1, hiy hoi bdc 8T trrde khi ditng thudc nay.,

Néu ban con ¢é bdt ci thde mde nao lién
quan dén vigc ding thuée, hay hoi bdc st
hodc dugce st cda ban.

CAC TAC DUNG NGOAI Y

Nhu cic thudc khdc, NATRILIX SR ¢6 thé
c6 tic dung ngoai ¥, mic du khéng phii ai
ciing gap.

Phé bign (<1/10, >1/100): ha kali miu (cé
thé gay ra yéu ca).

Khéng phé bién (<1/100, >1/1000): non,
phan @ng dj \tng phén Idn 12 dj trén da, nhy
phdt ban ngoai da, ban xuit huy&l (ndi cdc
chdm d6 trén da) trén bénh nhin dé ¢é cic
phéan @ng di @ng va hen.

Hiém (<1/1000, >1/10.000):

- Cam giic mél méi, chéng mat, dau diu,
cam gidc ki€n bo (di cdm);

- RGi loan da day- ruét (nhu budn nén, tio
bén), khé miéng;

- Tiing nguy cd mit nudc trén bénh nhin cav
i va udo béoh ulin suy t,

Rdt higm (<1/10.000):

- Nhip tim bat thudng, ha huyét 4p;

- Bénh than;

- Viém ty (viém tuy c6 thé gay ra dau bung
Undfng vi), bt thudng chic niing gan. Trong
trudmg hgp suy gan, ¢6 thé auil hi€n bénh
nao do gan (dang bénh thodi hda niuv);

- Thay ddi cac t€ bao mdu, nh gidm tidu
ciu (giam 36 Wgng uu cdu o6 S gay 1a
bam tim vi chdy mau miii), gidm bach cidu
(gidm s6 higng bach cidu c6 thé giy ra sot
khéng ro nguyén nhan, dau hong hodc cic
triéu ching giong cim, néu xuil hién cdc
biéu

hién nay hiy bdo vdi bdc si) v thi€u miu
(gidm s6 Iugng hong ciu);

- Phis mach va/ hoiac may day, cdc bi€u hién
nghi€ém trong wén da. Phi mach cé dic
di€m sung cdc diu chi hodc mil, sing méi
hoae Iudi, sung mém mac hong hodc dudng



thd c6 thé din dé€n thd ndng hoiac khé thd.

N€u xuit hién cdc biéu hién nay, hay bdo

ngay cho bdc si.

Néu ban mdc Juput ban @5 hé théng (mdt

loai bénh vé€ hé tao keo), bénh s& trim trong

thém. Ciing ¢6 nhing bido cdo vé cdc rudng
hgp ¢é phdn ng quié min vdi dnh sing

(thay d8i trén da) sau khi ti€p xiic vdi 4nh

sang mat trdi hoac tia UVA nhén tao.

Chuta ditge biét dén (tdn sudt chua hé wic

dodn (i cdc dit ligu lam sang hién cé):

C6 thé xudt hién mét s§ thay dGi trong cdc

théng s& x€t nghiém va bic si cia ban cé

thé yéu ciu ban lam cdc xét nghiém méu dé
ki€m tra. Nhifng thay d8i trong cdc xét
nghiém sau ¢6 thé xuat hién:

e Ha kali méu,

e Ha natri mdu cé thé din d€n mat mudc
va ha huy€l dp,

e ‘Iing acid uric, diéu nay cé thé giy ra
hogc lam trim trong thism bénh git (dau
cdc khdp, dac biét 1a cdc khdp & ban
chéan),

e ‘ldng glucose mdu trén bénh nhin dai
thao dudng,

e Tiing enlei min,

» Ting mcn gan,

- Bién tim a3 bat thudng

- Nhip tim b4t thudng de doa tinh mang
(ifn chitng xodn dinh)

- Vi€ gan

- Ngét xiu

Néu bil cif tdc dung ngoai ¥y nio trd nén

nghiém trong hodic néu gip cic tic dung

ngoai ¥ chua dude dé cap trong J hudng
din nay, hiy bdo vdi béc si hoic dugc si.

TINH CHAT DUGC LUC HOC

Nhém dugce 1y diéu tri : sulfonamide

Ma ATC: C03BA11 (hé thdng tim mach)

Indapamide 14 ddn xut sulfonamide c¢6 mdot

vang indol va chinh vong indol niy din dén

tic dung dudc 1y cia Igi ti€u thiazide. Ldi
ti€u nay tc ch€ sy i hap thu Natri & doan
pha Jodng cta Gng thin, N6 lam ting sy bai
ti€l natri va chloride viao nude ti€u va mot
phin lam tang bai ti€t Kali va Magie, do dé
lam ting lugng nudc ti€u va ¢é tic dong ha
ap.

Céac nghién citu wén pha IT va III st dung
don tri li¢u da chitng minh hiéu qua ha ap
kéo dai 24 gid. Piéu nay hién dién 3 liu ¢é
tic dung Idi ti€u & cudng d6 nhe.

Téac dong chéng tang huyél dp clia thudc
lién quan tdi viée cdi thién d6 co gian dong

mach va gidm khang Iyc ti€u dong mach va /

téng khang luc ngoai bién.

Indapamid 1am gidm phi dai that trai.

Khi diing qui liéu thudc Igi G€u thiazid va
cdc thudce ¢6 lién quan tdi nhém thiazid, thi
tic dung lam ha huy€t 4p s& dat t3i 181 da va
duy tri & mifc nay (binh nguyén) vong khi
CAC LAc g ngoai § vl GEp e Boy 180,
Viy khi diéu tri khong ¢ k€t qui, khéng
nén UEp tuc ting liéu.

Hon nita, d cdc bénh nhan ting huyét 4p
diing ngdn ngdy, trung binh va ding dai
ngdy, hy indapumid:

- Khéng dali hutdug Wi chuyén hod
lipid (triglyceride, LDL-C va HDL-
cholesterol),

Khiéng ¢6 anh hudng Wi \Llluy\':u lua

hydrat carbon, ngay ca d bénh nhdn

ting huy&t ap kém d4i thio dudng.
TINH CHAT DUGC PONG HOC
NATRILIX SR cung cip dang liéu phéng
thich kéo dai dva trén hé thdng chit nén
trong dé hoat chit dugc phén tin trong mot
khung dd@ cho phép phdéng thich kéo dai
Indapamide.
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Hap tho:

Phin Indapamid phéng thich dudc hip thu
nhanh chéng va hoidn toin qua éng tiéu hod
du day rudt.

An lim ting nhe t6¢ do hip thu nhung khdng
anh hudng dén lugng thude dudge hdp thu.
Néng dé dinh trong huyét thanh sau liéu dan
dat duge khodng 12 gidf sau khi udng thude,
sir dung lip lai lam gidm suir bién thién néng
d6 trong huyét thanh gitta hai lidu.

C6 bign thién giira cic cd thé.

Phin ha:

Sy gin két cta indapamid vdi protein huyét
tuong la 79%.

Thdi gian bdn thdi trong huy&t wong 14 14
d€n 24 gi¢ (trung binh 12 18 gid).

Trang thidi 6n dinh dat dude sau 7 nghy.
Sirdung lidu [ap fai khong pay tich luy thuac.
Chuyén hoa:

Thai trir chd yéu qua nude ti€u (70%) va qua
phin (22%) dudd dung chit chuyén hod
khéng hoat tinh.

Din sd ¢6 nguy cd:

Cic théng s6 dude ddng hoc khéng thay déi
trét\: nhifng bénh nhin suy thin.

PIEU KIEN BAO QUAN

Triinh xa tim miit vi tAm tay eda tré em.
Khong ding thude qud han ding ghi trén hap
va vi thudc.

Bdo quin dudi 30°C.

HAN DUNG: 2 nam ké tr ngiy san xuft.
TIEU CHUAN: cfia nha sin xuat.

Vién Nghién cifu duge phim Servier -
Phip

Les Laboratoires Servier - France

Nha siin xufit / Manufacturer;

Les Laboratoires Servier Tndustrie

9035, route de Suaran

45520, GIDY FRANCE / Plulp.

Website address: www.servier.vn

* =
~= SERVIER

£ h

LES LABORATOIRES SERVIER

/3 é////so, Rue Carnot
(O 92284 SURESNES CEDEX

FRANCE




