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oAr,t sU
Rx thu6c kO tlcrn

FLUDALT DUO 250 mcg / 50 mcg
Vi6n nang chrira bQt AO nit

THANH PHAN: M5i vi6n nang c6 chria:

Hoqt chiit.' Fluticason propionat 250mcg & Salmeterol Xinafoat 72,5mcg tuong duong v6i Salmeterol

50mcg

Td duqc: lactose monohydrat

DUqc LU. c Hgc: Md ATC: Ro3AKo6

Co- ch€ t6c dung: Fludalt Duo chria salmeterol vd Fluticason propionat c6 co ch€ thc dung kh6c nhau tucmg

img nhu sau:

Salmeterol: Salmeterol ld mQt ch6t chri vfln thu th6beta-2 chgn loc c6tic dung k6o dai (12 giir) v6i m6t

ctru6i dai li6n kt5t v6i c6c vi trf b6n ngodi cria cric thu th6.

Salmeterol ldm gi6n phd qu6n trong thdi gian ddi, duy tri it nh6t 12 gid, hi6u qui hcrn so v6i khi dtng liAu
--- khuyi5n c6o th6ng thuong cta ciic thu6c chri vf,n beta-2 t6c dung ng6n.

Fluticason propionat: Fluticason propionat ding ducrng hit vdi liAu khuy6n c6o c6 ho4t tinh kh6ng vi6m cria

glucocorticoid trong ptrOi, giUp cei thien ffiQu chimg vd gi6m con hen c6p, md kh6ng gdy tdc dgng phu

thudng thAy nhu khi dirng corticoid duong todn th6n.

DUqC EQNG HQC

Khi dtng phOi hqp salmeterol vd Fluticason propionat bing duong hit, duoc dQng hgc cria timg ho4t ch6t

cfrng tuong tu nhu khi dugc dtng ri€ng biQt. Do d6 c6 th6 duoc xem xdt duoc dQng hgc cria ttng thdnh phAn

ri6ng biQt.

Salmeterol: Salmeterol chi c6 hoat tinh khu tru o ph6i do d6 n6ng dQ hopt chdt

th6,y tdc dpng di6u tri. Ngodi ra, dfi'liQu dugc dQng hoc c6 sEn cira salmeterol

k! thupt dC xdt nghiQm thu6c trong huy6t tucrng vi n6ng dQ tri trong huytlt tuoTlg rAt thAp

(khoing 200 pcglml hof,c th6p hcm) sau khi sri'dr;ng dpng hft.

Fluticason propionat:

.-, Sinh khi dpng tuyQt d5i khi sri dung li6u don Fluticason propionat dudng hit o ngudi kh6e manh thay d6i tir

khoing 5-ll% li6u dung tty thuQc vdo dung cu hit duoc su dpng. O nhirng bQnh nhdn bi benh hen ph6 qudn

hoflc COPD, dd quan sifi thdy c6 hiQn tuQng giim mric dQ phoi nhi6m toin thdn vdi Fluticason propionat

d4ng hit.

H6p thu toirn th0n cht ytiu qua ph6i, kt0i dAu nhanh sau d6 k6o ddi. PhAn cdn lai cria li6u hft c6 th6 duoc
i 

g g6p r6t it veo phoi nhiSm tohn th6n do ft tan trong nu6c vir chuy6n h6a qua gan lAn dAu, donuot nhung donl

d6 sinh kh6 dqng duong u6ng th6p hon lYo. C6 sp t[ng tuy6n tinh gifl'a phoi nhiSm todn thdn vi t[ng liAu

dtng d4ng hit.

PhAn b6 Fluticason propionat d{c trung boi dO thanh thni huy6t tuong cao (1150 ml/ phft), th6 tfch ph6n b6

r6ng o tr4ng th6i 6n dinh (khoing 300 L) vdr thoi gian brln thAi pha cr6i khoang 8 gio. Ti lQ g[n ktlt vO'i

huyi5t tuong kh6ng cho

chti do kh6 khan vA mdt

.-l
-l
s
IaA
.{
.J
.nl

"d

protein huytit tuong lit9l%. o
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Fluticason propionat duoc thanh thhi rdt nhanh til hQ tuAn hodn qua con dudng chuytin ho6 boi enzyme

cytochrom P450 CYP3A4 thenh ch6t chuy6n h6a axit carboxylic kh6ng c6 hoat tinh. C6c ch6t chuy0n h6a

kh6c khdng th6 dinh tinh cfrng duoc tim th6y trong ph0n.

DQ thanh thii Fluticason propionat qua thin ld kh6ng d6ng k6. Duoi 5Yo li6u dtng dugc bdi ti6t qua nudc

tir5u. chu y6u du6i dang c6c ch6t chuytin h6a. PhAn cht y6u cria liAu dugc bdi ti6t trong ph6n du6i dang c6c

ch6t chuy6n h6a vd kh6ng chuy6n ho6.

cni olxn:
Di6u tri phdng ngta hen ph6 qufrn trong trudng hqp:

- BQnh nhdn kh6ng thd duy tri hi6u qu6 khi di6u tri bing corticoid dang hft valhodc thuric cht vdn beta-2

d4ng hit t6c dung ngin

- BQnh nhdn diAu tri duy tri hiQu qu6 vdi corticoid dang hit vd thu5c chri vdn betatirc dung kdo ddi.

Di6u tri triQu chri'ng ph6i tic ngh6n mqn tinh (COPD): tr6n b6nh nh6n COPD c6 FEVr <600 gi6 tri dg

do6n binh thudng (tru6c gian ph6 quin) vi c6 ti6n sri lap l4i ccrn kich ph6t, ld nhfing ngudi c6 tri6u chimg

d6ng k€ dt duoc di6u tri bang thu6c gien phi5 qudn thulng xuy€n.

LIEU DUNG VA CACH DUNG:

Fludalt Duo chi dugc su dung bing duong hit.

BCnh nhdn cAn dugc khuy6n crlo ph6i su dung Fludalt Duo hdng ngdy dC dAt hiQu qua t6i rru, ngay cA khi

kh6ng c6 triQu chimg vi cAn dugc b6c si d6nh giS,lqi tinh tr4ng thulng xuy€n, AC aam b6o li6u Fludalt Duo

dang dtng la tOi uu.

NCn di6u chinh li6u th6p nh6t c6 th6 dC duy tri dugc hiQu qu6 kii5m so6t tri6u chring. Khi ki6m sodt triQu

chrfrng duqc duy tri hiQu qui vcri liAu ph6i hqp thdp nndt Z lAn/ng]ry, bufc ti6p theo c6 th6 thft nghiQm

tlcrn tri liQu vcri corticoid tludng hit. BQnh nhin dang ding thu6c cht v6n betatdc dsng k6o ddi th6 thav

thti bang Fluticason+Salmeterol 1 lAn/ ngdy theo y ki6n b6c sI n6u thu5c dt kha so6t bQnh

Truong hop dirng thu6c 1 lAn/ngdy, n6u bQnh nhdn c6 ti6n sir triQu chimg hen pht5 q nOn su dung

thu6c vdo bu6i tOi. N6u bQnh nhdn c6 ti6n sft tri6u chimg vho ban ngdy, dtng thu6c vdo s5ng.

BOnh nhAn n6n dirng lidu Fluticason propionat phir hgp v6i mric d6 nghiCm trong cria bOnh.

Li6u khuy6n c6o:

Hen phd qudn:

N:
- 1 li6u hit Fluticason*Salmeteron 100 mcg/ 50 mcg/ lAn x 2 lAn/ ngdy.

- I li6u hit Fluticason*salmeterol 250 mcg/ 50 mcg/ lAn x2ldn/ ngity.

- I liAu hft Fluticason+Salmeterol 500 mcg/ 50 mcg/ lAn x2ldn/ ngdy.

Dirng Fluticasonrsalmeterol trong thoi gian ngEn c6 ttr6 dugc xem nhu di6u tri duy tri ban dAu o nguoi l6n

ho4c thitiu ni6n bl hen phti qudn dai ding trung binh (ld bQnh nhAn c6 triQu chfng hdng ngdy, sti dgng thu6c
!.cit con hhng ngdy vd gi6i han th6ng khi tU trung binh d6n npng) cdn ki6m so6t hen ph6 qu6n nhanh. Trudng

hqp niy, liAu khoi dAu khuytin c6o lh 100mcg Fluticason propionat vi 50mcg salmeterol dang hit, 2ldnlngity.

Sau khi dat dugc ki6m so6t hen ph6 quin, n6n cdn nh6c gidm xu5ng chi dtng corticoid d4ng hit. Thuong

xuy6n xem x6t b6nh nhAn di6u tri gi6m thu6c niy ld rAt quan trong.

Corticoid d4ng hft v6n ld thu6c khoi dAu cho hAu trtit UCntr nhAn. Fluticason*Salmeterol khdng dnng d6 diAu

tri khoi dAu bQnh hen phri quin nhs. Fluticason+Salmeterol l00mcg/50npe tctrOSp 
l}fl,_ffitl,#ng 

o ngudi

ru t#,P-i*ti;
t. i':ai':"'"tr 

1" " -

?
\

T

dI
J
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lon vd tre em bi hen phi5 quin n[ng; bQnh nh6n hen ph6 quin nang phii xric clinh lidu corticoid d4ng hit trudc

khi dirng b6t k! dang ph6i hcrp c6 dinh li6u ndo.

Tre em ttr 4 d6n 12 tu6i:

- I li6u hit fluticason*Salmeterol 100 mcg/ 50 mcg/ lAn x2ldnlngdy.
- LiAu fluticason propionat tOi da trong ph6i hqp fluticason*salms1.rol d tre em lir 100 mcg x 2ldnl ngity.

Tre du6'i 4 tu6i: kh6ng su dgng Fluticason+Salmeterol.

BQnh pnAt tic nghEn mgn tinh (COPD):

- Ngudi lon: 1 li6u hit Fluticason+Salmeterol 500mcg/ 50mcg/lAn x 2 lAn/ ngdy.

Trudng hry itfic biQt: Khdng cAn di€u chinh li6u o nguoi gii holc nguoi suy thdn. Kh6ng c6 sin dfr liQu vC

vi6c dtng Fluticason+Salmeterol o bQnh nhdn suy gan.

Hufng d6n sfr dgng dgng cg hit: xin xem to th6ng tin cho b6nh nhdn

CH6NG CHi DINH
MAn cdm v6i hoat ch6t chinh hoflc bAt kj,t6 dugc n]ro cta thu6c.

Qu6 m6n v6i protein sira; di6u tri tinh trang hen hopc <tgt cdp cta hen phti qurin, COPD khi cAn di6u trl tich

..-, CUC

THAN TRQNG

Nguy co tfr vong do hen ph6 quin: c6 th€ t[ng do thu5c cht v6n betatic dpng k6o ddi nhu salmeterol. B6c

si chi n€n ph5i hqp Fluticason/Salmeterol cho bQnh nhdn kh6ng th6 ki6m so6t con hen dAy dt khi dtng thu6c

ki6m so6t con hen khric (vi du: corticoid li6u th6p d6n trung binh dang hft) hoflc nguoi c6 mric d0 bqnh

nghidm trgng rd rhng mu6n Uit aAu di6u tri v6i 2 phucrng phrip di6u tr! duy tri.

BQnh ti6n tri6n x6u vi giai do4n c6p

Kh6ng kh0i dAu di6u tri bing Fluticason + Salmeterol o bQnh nhdn c6 di6n titin bQnh x6u di nhanh ch6ng

hodc o giai dopn hen phtl qutnl COPD c6 khi ndng de doa tinh mang. Fluticason+Salmeterol chua ilugc

nghi€n cfu o benh nhdn hen ph6 quin cAp hay COPD.

T6c dr,rng phu nghidm trgng tr6n hO hAp c6p trong d6 c6 ca tri vong dd duoc b6o c6o khi dirng salmeterol kh

dAu o b6nh nh6n hen phti quin c6 diSn titin x6u d6ng ke ho6c ccrn hen cAp ti6n tri6n

b6nh nh6n hen phti quin nlng (vi dg: c6 tiOn st phu thu6c corticoid, chtic nang ph6i

-- thd m6y, nhAp viQn thuong xuy6n, giai dopn tru6c khi con hen phtl qu6n c6p tro ndng de

tr6t o

quin,

VA

\
.t\

tg/o

)
b6nh nh6n hen c6p c6 tinh trpng x6u di (vi du: tlng d6ng kO c6c tri6u chimg, tlng nhu cAu hit vdo, dtng thu6c

chri v4n beta tric dr,rng ngin, gidm d6p ung v6i thui5c di6u tri thdng thudng, tf,ng nhu cAu corticoid toirn thdn,
,. , :. -^phai cdp criu gAn ddy, chric n[ng ph6i xdu di). Ngoii ra cfrng dA, g?p o 1 s6 it bQnh nhin hen ph6 qu6n kh6ng

trAm trgng. Dua viro c6cbin c6o niy, kh6ng th6 x6c dinh salmeterol c6 glty rat6c dung phg tr€n hay kh6ng.

Tdng sri dpng thur5c cht v{n beta d4ng hit tric dung ngin ld dAu hi6u con hen xAu di. Bqnh nhin cAn duoc

d6nh gi6 l4i ngay kdm diAu chinh ch6 dO di6u tri vd xem x6t tlac biet khA ning thay thti li6u Fluticason *
Salmeterol dang dirng bing lidu cao hon, b6 sung th€m corticoid dang hit, ho[c bat ddu dilng corticoid todn

thAn. Kh6ng n6n srl dung Fluticason*Salmeterol nhi6u hon I lAn hitx2lAn/ ngdy (s6ng vd t6i).

Khdng dtng Fluticason*Salmeterol dO gi6m c6c triQu chimg c5rp (dnng nhu thu5c c6p cfu Ae OiCu trl con co

that phti quin c6p) md n€n dtng thu6c cht v4n Beta t6c dgng ngin. B6c sT phni k€ don cho bQnh nhdn thu6c

chri vdn beta d4ng hit t6c dgng ng6n (nhu albuterol) dC di€u tri c6c triQu chtmg c6p, di su dung

Fluticason+Salmeterol thuong xuy6n 2ldnlngdy (s6ng vd t6i). - &

A cs'r;flfi'"'
. - )^ ntC-
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Khi bat dAu di6u tri Fluticason*Salmeterol, b6nh nhAn dd dr)ng thu6c cht vdn beta thc dung ng6n thuong
i'

xuydn iluong uOng ho{c hit @ l'f;nlngdy) n6n dugc chi ddn cl6 ngmg sri'dgng thunng xuy6n c6c thu6c ndy.

Sfr dgng qud li6u Fluticason+Salmeterol vi sfr dung vcri c6c thu5c tl6ng vfn Beta tic dung k6o ddri

KhOng n€n su dung Fluticasonrsalmeterol vugt qu6 sO tAn hoac li6u cao hon so v6i khuytin c6o, hodc k6t

hqp v6i thu6c chti vQn beta t6c dung kdo ddi kh5c vi c6 th6 d6n d6n qu6 li6u. Thu6c c6 ttr0 gdy tirc dqng phq
,:. ".d6ng k6 o tim mach tr6n lAm sdng vd dd c6 tu vong li6n quan d€n sti dgng qu6 nhi6u thu6c cudng giao cAm

d4ng hit. BQnh nhAn su dgng Fluticason+Salmeterol kh6ng n6n dtng th6m thu6c ch0 vAn betatirc dung kdo

dii (salmeterol, formoterol fumarat, arformoterol tartrat...) vi U6t t<y l;f do ndo, k6 ci ngira co th6t ph6 quin

do t4p luyQn (EIB) hoflc di6u tri hen ph6 qudn, COPD.

T6c dgng phq t4i vi tri dtng thu6c

Nhi6m khuAn khu tni trong mi6ng vir hong nhu Candida albicans dI xiy ra o bOnh nhdn sri' dr;ng Fluticason

* Salmeterol. N6u nhi6m khuAn, n6n diAu trithich hqp t4i ch5 ho6c todn thAn (vi dg: kh6ng n6m ducrng u6ng)

trong khi v5n diAu tri vdi Fluticason*Salmeterol, tuy nhi6n, kh6ng uOng thu5c di6u tri n6m ngay khi hit

Fluticason+Salmeterol. NOn sric mi6ng sau khi hit Fluticason*Salmeterol.

--. Vi6m ph6i

CAn c6nh gi6c khd ndng t[ng vi6m ph6i o bQnh nh6n COPD vi ilflc rli6m l6m sdng cria vi€m ph6i ve dqt kich

phrit thuong che l6p nhau. NhiSm khuAn dudng hO hdLp du6i, kti cA vi6m ph6i, da dugc b6o c6o 0 bQnh nh6n

COPD sau khi hit corticoid (g6m fluticason propionat hodc Fluticasone+Salmeterol).

tlc ch6 mi6n dich

Ngudi dang dtng thu6c ric chti mi6n dich rAt d6 bi nhi6m khuAn hon nguoi khoe m4nh. Thriy ddu vA sOi, vf

dg, c6 th€ nghiOm trong hon binh thudng ho4c thpm chi gdy tri vong O tre nh4y cim ho{c ngudi dung

corticoid. Tre em hodc nguo'i l6n chua m6c ho{c chua c6 miSn dich c6c b6nh ndy dac biet

globulinde trrinh phoi nhi5m. N6u bQnh nh6n phoi nhiSm v6i thiy d6u, c6 th0 dU phong

mi6n dich (VZIG). N6u phoi nhiSm v6'i bQnh s0i, c6 thd dU phdng bing immunogl

bQnh thty d4u titin tri6n, xem xdt di6u tri bdng thu6c kh6ng virus.

NCn su dpng Corticoid d4ng hit thQn trQng, n6u c6, o bQnh nh6n nhiSm khuAn lao tit5n triiSn ho{c ti6m 6n;

nhiSm n6m, vi khu6n, virus, k;f sinh trtng, herpex simplex todn thdn kh6ng dugc di6u tri.

-- BQnh nhin tlang tlidu tri Corticoid tludng toin thin chuy6n sang costicosteroid d4ng hit: CAn cham s6q

d4c biet vi d5 c6 tri vong do suy thugng thpn O bQnh nh6n hen phti quin trong khi vd sau khi chuy6n tir

corticoid duong todn thdn sang d4ng hit. Sau khi ngmg corticoid cluong u5ng, cAn 1 vdi thring d0 phpc h6i

chtic ndng tuy6n y6n{huong th4n-h4 d6i (HPA).

BQnh nhAn tru6c d6 dd dtng duy tri tir 20mg prednison tro l6rV ngdy (hopc dang tucrng duong) c6 thO nhpy

c6m nh6t, dic bigt khi giAm corticoid duong todn thAn gAn nhu hohn tohn. Trong thdi gian ric ch6 HPA, b6nh

nh6n c6 th6 c6 ddru hiQu vd tri6u chimg suy thugng th4n khi ch6n thuong, ph5u thu4t, hoic nhi6m khuAn (d{c

biet ld vi6m dp ddy ruQt) hoflc c6c tinh tr4ng kh6c do m6t dign gi6i nghiOm trong.

Fluticason+Salmeterol c6 th6 ki6m so6t triQu chring hen phi5 quin trong giai do4n niy o li6u khuyt5n c6o, tuy

nhi6n thu6c cung c5p it hon luqng glucocorticoid sinh lf binh thuong todn thdn va fHONG gAy hoat tinh

mineralocorticoid cAn thit5t OC OOi ph6 v6i trudng hgp c6p cfu.

Khi c[ng thang (stress) hay con hen kich ph6t n{ng, bQnh nhAn dd ngtmg corticoid toin thAn cAn ducv. c huong

d6n dC ti6p tqc udng corticoid (lugng lon) ngay vd 1i6n hQ v6i b6c si dC dugc hu6ng d6n th6m.

ru cr'qqn*
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Sau khi chuy6n sang Fluticason + Salmeterol dang hft, bQnh nhdn phii u6ng corticoid trudc d6 n6n giAm ttr
,. ' Jtu' blng c6ch giim liOu prednison hdng ngdy khodn g 2,5 mgltudn trong khi di6u tri v6i Fluticason *
Salmeterol. Theo d6i cAn thAn: chri'c ndng ptrOi lfn6 tich khi thd ra ging sric trong I gi6y dAu ti6n [FEVI]
ho{c do luu lugng dinh tho ra [PEF]), sri dung thu6c cht v4n beta vd c6c tri0u chung hen phti qudn trong qu6

trinh ngt'ng ding corticoid duong u6ng. D6 kii5m so6t d6u hiqu vd triQu chimg hen ph6 quin, bQnh nh6n phii
dugc theo d6i c6c d6u hiQu vd tri6u chimg suy thuong thdn: mQt m6i, suy nhugc, budn n6n, n6n, ha huy6t 5p.

C6c tinh trang tru6c d6 bi ric ch6 do dtng corticoid todn th6n (vi6m mfli, vi6m k6t mac, eczema, vi6m kh6p,

ting b4ch cAu eosin) c6 th6 xu6t hign sau khi chuy6n sang corticoid ho4c Fluticason+Salmeterol dpng hit.

t sO Uenn nh6n c6 thC gpp c5c tri6u chtmg do ngimg corticoid tohn thdn (vi dp: kh6p/ co bip dau nhirc, m6t
)."

m6i, tr6m c6m) dil duy tri hopc thflm chi c6i thi€n chric ndng h6 hdp.

Ting nlng v6 tuy6n thugng thfn vi rfrc ch6 tuy6n thuqng th{n:
Fluticason propionat girip ki6m sorit triQu chring hen ph6 qu6n nhung ric ch6 chric ndng HPA ft hon liCu di0u

tri tucrng duong cria prednison. Vi fluticason propionat duqc h6p thr,r vho miiu vd c6 th€ c6 hopt tinh todn thdn

o liAu cao hon, lqi ich gi6m thi6u r6i loan chric ndng HPA cria Fluticason+Salmeterol chi c6 th6 dat duoc khi

--. kh6ng vucrt qu5 1i6u ktruytin c6o vd diOu chinh <t6n li6u th6p nh6t c6 hi6u quA.

Sg li6n quan giira n6ng dQ fluticason propionat huytit thanh vir t6c dung fc ch6 sg kich thich sAn xu6t cortisol

dugc thO hiQn sau 4 tuan di6u tri v6i fluticason propionat d4ng hit khi dung. Su nhay c6m cria m6i bdnh nhdn

inh hu6ng d6n s6n xu6t cortisol, b6c sT n6n xem x6t thOng tin ndy khi kC toa Fluticason*Salmeterol.

BQnh nhdn diAu tri Fluticason+Salmeterol n6n duoc theo d6i c6n th4n khi c6 UAt t<y bing chring ndo vd Anh

huong tohn th6n khi dtng corticoid d4ng hit. CAn chri y chdm s6c d{c biQt cho bQnh nh6n sau ph6u thu0t hodc

khi cdng thang vi c6 chring cri vo thuong thpn kh6ng d6p rrng dAy dri.

T6c dgng corticoid toirn thdn nhu t[ng ndng vo tuy6n thugng th4n vi ric chi5 tuy6n thugng than (kC cA suy

tuy6n thugng than c6p) c6 th6 xu6t hiQn o 1 s5 it bQnh nh6n, d{c biet kti dDng fluticason propionat li6u cao

hon khuy6n c6o k6o ddi. N6u t6c dgng ndy xiy ra, n6n giAm li6u Fluticason+Salmeterol tir tir, pht hqp vdi

quy trinh gi6m corticoid duong todrn th6n vd ki€m so6t c6c tri6u chring hen suy6n.

Sfr dqng Fluticason*Salmeteron vcri thu6c ric ch6 Cytochrom P450 3A4 m4nh: nhu ritonavir,

clarithromycin, indinavir, itraconazol, nefazodon, nelfinavir, saquinavir, ketoconazol, kh6ng

-- dugc khuytin khich vi tdng t6c dung corticoid toirn th0n vd ting t6c dgng phg tr€n tim ra.

Co thit ph6 quin ngich thudng vdr triQu chftng tludng h6 h6p do Fluticason+Salmeterol th€ de dga

tfnh mang. CAn ngung thuiSc vi diAu tri ngay v6i thu6c gian ph6 quin t6c dgng ngin d4ng hit vd c6 liQu ph6p

thay thii. C6c triQu chrlmg o duong hO h6p tr6n nhu co thdt thanh quin, kich img ho4c stmg nhu th6 khd khd,

ng4t tho dd cluoc b6o c6o o bQnh nhin dtng fluticason propionat vir salmeterol.

Phin ri'ng qu6 min ngay lfp tri"c: c6 th6 xiy ra sau khi ding Fluticason*salmeterol v6i bi6u hi6n nhu mhy

ctay, phir mpch, ph6t ban, co thlt ph6 qudn. Dd c6 brio c6o vO phdn ung phan vQ o bQnh nhdn bi di ting v6i

protein sira nghiOm treng, c6c bQnh nhdn ndy kh6ng n6n dirng Fluticason+Salmeterol.

Anh hu0ng tr6n tim m4ch vd hQ thffn kinh trung ucrng nhu: Kich thich thp th6 beta qu5 mftc kdm co giAt,

dau that nggc, tAng ho{c ha huytit 6p, nhfp tim nhanh dtln 200 nhip/phft, loan nhip tim, clng thing, nhric dAu,

run, d6nh tr5ng nguc, butin n6n, ch6ng m{t, mQt m6i, kh6 chiu, m6t ngt. Su dgng Fluticason*salmeterol

thAn trong o bQnh nhAn r6i loan tim m4ch, dac biQt ldr suy m4ch vhnh, loan nhip tim, tdng huytit 6p.

;=\), nu4Fffi#,
tr3J u' 1ll" j' -
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Salmeterol c6 th6 6nh huong d6ng k6 d6n tim mach vd l6m sirng khi do nhip tim, huy6t 6p, quan s6t tri6u

chring - thuong it g?p khi dtng salmeterol 6 li6u khuyt5n c6o. N6u xdy ra, c6 th6 cAn ngmg thu6c. Dd c6 b6o

c6o v0 ch6t cht v4n beta gdy thay O6i aign tdm ild: lim phang s6ng T, kdo ddi khoing QTc, vh ha do4n ST.

Lidu cao salmeterol hit hodc u6ng (2-20 lAn liOu khuy6n c6o) c6 li6n quan ddn kdo ddi d6ng k6 ktroing QTc
tr6n l6m sdng, trong d6 c6 kh6 nlng gdy loan nhip th6t. Tu vong dd dugc bi,o c6o 1i6n quan d6n dtng qu6
, .). . :,

nhi6u thu6c cudng giao cim dpng hft.

Giim m$t tIQ kho:lng xudng (BMD): dd dugc quan s6t khi dtrng thuiic chria corticoid dang hit kdo ddi.

B6nh nhdn c6 ytiu t5 nguy co giim hdm lucrng kho6ng xuong cao nhu b6t dQng kdo ddi, ti6n su gia dinh bi

lodng xuong, m6n kinh, hrit thu6c l5,,l6ntu6i, dinh dudng k6m hodc sri dgng thu6c man tinh c6 th6 ldm giim
khOi luqng xuong (vf dg: thu6c ch5ng co giAt, corticoid duong u6ng) n6n dugc theo d6i di6u tri. Vi bQnh

nhdn COPD thuong c6 nhiAu y6u td nguy co gdy gi6m mflt d0 xuong, khuy6n c6o d6nh gi6 BMD trudc khi

dtng Fluticason*salmeterol vd dinh kj,sau d6. NCu c6 gi6m d6ng k6 BMD md Fluticason*salmeterol v5n ld

thu6c quan trong ae AiCu tri COPD cho b6nh nhAn, n€n xem xdt sri dung thu6c di6u trf hodc ngdn ngira lodng

xuong.

--. Gi6m t6c tIQ tlng tru0ng & tr6 em: do 6nh hucrng todn thdn cta corticoid dpng hft c6 th€ xdy ra. Gi6m s6t

sg phdt tri6n cta bQnh nhi khi dirng Fluticason*Salmeterol thucrng xuy€n (vi du: th6ng qua stadiometry). D€
,'.;.gi6m thi€u t6c dQng todn thdn cta corticoid d4ng hit theo ducrng mi6ng kC cA Fluticason*Salmeterol, n6n

chuAn li6u dtin li6u th5p nh6t c6 hiQu qud kir3m so6t tri6u chri'ng. -4
Glaucoma, dgc thty tinh th6, tlng nhfln r{p: dd duoc b6o c6o o b€nh nh6n hen phii qu6n vd COPD sau khi ;:i.1/ t
ding corticoid d4ng hitttrc dgng kdo dei, ke ci fluticason propionat. CAn gi6m srlt ch6t chE o b6nh nhdn co - 

"l

thay d6i thi gi6c hodc c6 ti6n sri t[ng nhdn 6p, glaucoma val hodc dgc thriy tinh th6. .,i.
..1-j

Tinh tr4ng b4ch cAu 6i toan vn hQi chrl'ng Churg-Strauss: ":
MQt sO hi6m benh nh6n dtng fluticason propionat dpng hft c6 th6 gpp tinh tr4ng bach cAu 6i toan toirn thdn. *J
M6t s6 c6 bi6u hiQn vi6m mach ldm sdng tuong img v6i h6i chring Churg-Strauss - tinh tr4ng thudng do di6u

tri corticoid todn thdn. Circ ttrc dgng phg ndy thudng li6n quan v6'i gi6m val hoic ngring di6u tr! corticoid

duong u6ng sau khi bat dAu dtng fluticason propionat nhung kh6ng phii luOn lu6n. Bach cAu 6i toan

trong cflng dugc brio c6o khi ding corticooid d4ng hft kh6c trong cirng tinh trang ldm NOn

- - c6 th6 xuSt hiQn b4ch cAu 6i toan, ph6t ban dang vi6m m4ch, triQu chring ph6i t6 hon,\/ m4ch

dugcvhl hoflc benh thAn kinh. MOi quan h6 nhdn qui giira fluticason propionat vd c6c tinh

thinh lQp.

Tinh tr4ng bQnh ili kim: Fluticason*Salmeterol n6n dugc st dung thfn trgng o bQnh nhdn rtii lo4n co gi4t

hopc nhi6m dQc gi6p, nguoi c6 phin ring b6t thudng v6i c5c amin cudng giao cim, d6i th6o dudng, keto acid.

H4 kali huy6t vir ting dudng huy6t

Ch6t chtr vdn beta c6 th6 g6,y hqkali huy6t d6ng kO o I si5 bQnh nhdn th6ng qua d6n luu nQi bho, ttr d6 c6 khA

ning g6y t6c dung phg tr€n tim m4ch. Gi6m kali huytit thucrng thoSng qua, kh6ng cAn phAi bd sung. Thay d6i

ducrng huytit vN ho4c h4 kali huytit dimg kC thudng xay ra trong nghiOn cr?u l6m sdng vdi

Fluticason*Salmeterol o li6u khuy6n c6o.

PHU Nr CO THAr VA CHO CON BU

Khi nlng sinh sin: Kh0ng c6 dir liQu o nguoi. Nghi6n criu clQng vdt cho th6y salmeterol hodc Fluticason

kh6ng c6 6nh huong tren kha ndng sinh sin. r1,.r 
*h4*_gh3#{ 'it
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b6o

https://vnras.com/drug/



Phu nir c6 thai

Dir liQu tr6n phu nff mang thai (tir 300-1000 nguoi) cho th6y salmeterolvd Fluticason propionat kh6ng g6y di

tat cho thai nhi ho4c gAy dQc bdo thailtrd so sinh. Nghi6n criu dQng v4t dd cho th6y d6c tinh sinh s6n sau khi

dirng ch6t chri v4n beta-2 vd glucocorticosteroid.

Chi dirng Fluticason+Salmeterol o phU nir mang thai n6u lqi ich dg kii5n aOi vOi ngu'oi me lon hon b6t kj,

nguy co ndo c6 th6 x6y ra cho thai nhi.

Ndn st dung li6u Fluticason propionat th6p nh6t c6 hiQu qun d0 duy tri dAy dfi ki€m so6t hen ph6 qu6n khi

di6u tri cho phu nir mang thai.

Phg nir cho con bri

Chua duoc bi6t salmeterol vd Fluticason propionat c6 bdi ti6t qua sfi'a me hay kh6ng. Nghi6n cfiu cho thdy

salmeterol, fluticason propionat vd c6c ch6t chuyiln h6a duoc bdi titlt vdo sira chu6t. Do d6, kh6ng th6 lopi trir
nguy co cho tr6 bt me. Phii quy6t dlnh ngmg cho con bri hoqc ngurg diOu tri FLUDALT DUO dua tr6n loi
ich cria vi6c cho trd bri me hay lgi ich di6u tri cho me.

ANn nUdNc cua rHuoc LEN KHA NANG rAr xn vA vAN HANH MAy Moc: cAn luu 1i ld

- 
thu5c c6 th6 gdy ilau dAu, run, kh6 thcv, r6i lopn hdnh vi, kich dQng...do d6 c6 th6 6nh hucrng d6n kh6 n[ng
l6i xe vd v3n hdnh m6y m6c.

rUoNG rAc rnu6c
Ctrdt ri'c ch6 Cytochrome P450 3A4 m4nh (nhu ritonavir, atazanavir, clarithromycin, indinavir,

itraconazole, nefazodone, nelfinavir, saquinavir, ketoconazol, telithromycin) kh6ng dugc khuy6n c5o sri

dung v6'i Fluticason+Salmeterol vi gdy tdngtdc dung corticoid todn thdn vh tdngtirc dung phr; tr6n tim mach.

Ritonavir: d5 c6 b6o c6o vd tuong t6c thu6c c6 y nghTa ldm shng o bQnh nh6n dtng fluticason propionat vd

ritonavir, dln d6n t6c dr,rng corticoid todn th6n bao gdm hQi chring Cushing vd ['c ch6 tuy6n thuong thAn.

Ketoconazol:

- Fluticason propionat: Ding d6ng thdi fluticason propionat (1000mcg) dpng hit vh ketocon azol (2}Omgl

ngdy 1 lAn) d6n dtin t[ng phoi nhiSm fluticason propionat huytit tuong vd gi6m diQn tich dumg

(AUC) cria cortisol huytft tuCIrg nhung kh6ng Anh hucrng d6n bdi ti6t cortisol qua nu6c

- Salmeterol; M{c dir kh6ng c6 titc dr,rng th6ng kC vC gi6 tri trung binh QTc, dtng

E.t
I

,frt
il{

v0l

ketoconazol c6 li6n quan d6n tdng thoi gian QTc thulng xuydn hcrn so v6i ding salmeterol vh

Ctr6t tic ch6 monoamine oxidase (IMAO) vi thu5c chi5ng trAm cfrm 3 vdng:

NOn ding Fluticson/Salmeterol htit sric th4n trong o benh nhdn dang dtng IMAO hay thu6c ch6ng trim c6m

3 vdng, hodc ngrmg dtng c6c thu6c ndy trong 2 tuAn vi ho4t tinh cria salmeterol tr6n hC tuAn hodn c6 th0

t[ng.

Thu6c ric ch6 Beta-adrenergic kh6ng chi c6 th6 ch4n t6c dQng l6n phdi cria thu5c cht v6n beta nhu

salmeterol, md cdn g6y co that phti qu6n ndng o bQnh nhAn tic nghEn duong hO h6p c6 thO hOi phgc. Do d6,

b6nh nhdn hen ph6 qutnlCOPD kh6ng n6n di6u tri thu6c ric ch6 beta thudng xuydn. N6u kh6ng c6 lpa chon

thay thti ndo, c6 th6 ch6p nhdn dtng thu5c ri'c ch6 beta cho bgnh nhdn; xem xdt thu6c ric chti beta chen loc

tr6n tim dt chi ndn ding r6t th4n trgng.

Thu6c lqi ti6u thii kali (thu6c lgi ti6u quai hay thu6c lqi ti6u thiazid) c6 thtl gdy thay a6i Oign t6m d6 val

hoic ha kali m6u. C6c tinh trang ndy c6 th6 t6 hon do dirng thu6c chir vdn beta, d{c biet khi vuot qu6 lieu de

dugc

R*.[Emg
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nghi. Mdc dt li€n quan l6m sdng cria cdctitc dung ndy kh6ng dugc bi6t, cAn th6n trong khi dirng chung thu6c

chri v6n beta vdithu6c lqitieu kh6ng c6 kali.

TAC DUNG KHONG MoNG MUoN
Cdc tdc dgng phq do Fluticason propionat/ salmeterol dugc liet ke du6'i d6y theo ph6n lopi hQ co quan vd tAn
,(,

s6 - suy ra tu'cdc dir liQu thu nghiQm l6m sdng vi dinh nghTa nhu sau: rat ph6 bi6n (2 1/10), thuong gap (>

1/100 vd <l/10), it gap (> 1/1000 vd <l/100), hi6m gap (> l/10000 dtin <1 /1000) vh chua dusc bitit (kh6ng

th6 u6c tfnh tt'dfi'liQu c6 s8n). Tj, lQ mAc phdi o nh6m placebo kh6ng dugc luu y.

:I.t!
t
*J
4

2

Phfln lo4n hQ ccr quan T6c dgng kh6ng mong mu5n TAn s6

Nhi6m khuAn vd ki sinh

tring
NhiSm Candida mi6ng vd hong, vi0m ph6i, vi6m ph6 qu6n Thuong g[p

R6i lo4n h€ th5ng mi6n

dich

Phan ung qu6 min voi c6c bieu hi6n sau:

Phin img qu6 m6n tr0n da

Pht mach (chri y6u phtr m[t vd hAu hqng)

Tri6u chimg h6 h6p fth6 tho)

Co thit ph6 qudn, phdn ring phin vQ bao gdm s6c phin vO

it eap

Hitlm gap
+.It gap

Hi6m gflp

ROi lo4n nQi ti6t Hdi chung Cushing, m{t Cushingoid, fc ch6 tuy6n thugng

th0n, chim ting trucrng vd phrlt tri6n o tre em vd thi5u

ni6n, giim mflt d0 xuCI1g

Hi6m gap

R6i loan chuy€n ho6 vd

dinh du6ng

Ha kali m6u

T[ng dudng huy6t

Thuong gflp
+-It gap

R6i lo4n tAm thAn Lo l6ng, r6i loan giAc ngri

Thay d6i hdnh vi, g6m hi6u dQng qurl mftc vd c6u kinh
i"

(cnu yeu 0 tre em)

It gap

Hitlm gap

Trdm cim, hung hdng (chrJr ydu o trd em) Chua duoc bidt ,./

R6i lo4n hC thAn kinh

trung uong

Dau dAu

Run i
R6i lo4n mdt Duc thriy tinh th6

BOnh tlng nhdn 6p

itsai u
Hitlm gap

D6nh tr6ng nguc, nhip tim nhanh

Rdi lopn nhip tim (bao gdm nhip nhanh tr6n th6t vir ngoai

tdm thu).

It gip

Hi6m gap

R6i loan tim

It gipRung nhT, dau thdt ngyc

RAt ph6 bi0n

Thucrng gflp

Hitim gap

R6i lo4n hO h6p, l6ng

nggc vir trung thAt

Vi6m mfri hong

Kich tmg hQng, khirn ti6ng, vi0m xoang

Co that ph6 quin nghich thudng

Thuong g4pn6i lopn da vh c6c m6

dudi da

VOt thAm tim

Chr6.t.,:rt.o, gay **g sau ch6n thuong, clau kh6p, dau

nhric g6n

Thuong g4pCo xuong vd m6 li6n ktit

R,sIFs
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Run, il6nh tr6ng nguc, dau dAu dd dugc b6o c6o nhtmg chi thoring qua vir gi6m khi dirng thu6c thucmg xuy6n.

Khdn gigng, nhiSm candida (n6m) o mi6ng vd hgng c6 th6 xby ru o I s5 bQnh nhdn ding Fluticason

propionat. S[c miQng v6i nu6c sau khi sfi' dung c6 th6 gihm ttrc dpng php ndy. C6 th6 dieu tri triCu chimg

nhi6m candida bing thu6c khrlng n6m tai ch5 trong khi dirng fluticason*salmeterol.

T16 em: T6c dgng phg todn thdn c6 th6 gdm: h6i chung Cushing, mflt Cushingoid, [r'c chti tuytin thugng thdn,

ch4m ph6t tri6n o tr€ em/thi6u ni6n, cim th6y lo Au, r,5i lo4n gi6c ngri, thay d6i hdnh vi (nhu hi6u dQng qu6

mfc, c6u kinh).

Tr[c dgng khdng mong mu5n sau khi luu hinh: duoc ghi nh4n khi su dgng Fluticason vd/hodc Salmeterol

kh6ng phu thuQc vdo chi d!nh:

ROi lo4n tim m4ch: lo4n nhlp tim (gdm rung tdm nhT, ngoai t6m thu, nhip nhanh tr6n th6t), nhip nhanh th6t.

R6i lo4n n6i ti6t: hQi chrmg Cushing, mdt trdng rim, gi6m tdc d0 phrit tri6n d tre em/ thanh thi6u ni6n, ting
-indng tuy6n thuong thdn.

R6i lopn mit: teng nhdn iip.

ROi lo4n ti6u h6a: dau bung, kh6 ti6u, kh6 miQng.

-- ROi lo4n hQ miSn dich: phin img qu6 m6n tric thdi vi quii m6n ch4m (kC ca phAn img ph6n vQ r6t hi€m g{p).

phdn img phin vQ r6t tritim g{p o bQnh nhdn di ring v6i protein sira n{ng.

Rdi lo4n chuy6n h6a vd dinh dudng: tdng dulng huy6t, tdng c6n.

R6i lo4n co xuorlg, md li6n k6t, xuong: dau kh6p, chu6t rut, viOm co, lodng xucrng.

ROi lo4n h€ thAn kinh: d! cim, b6n ch6n.

R6i lopn tdm thAn: kich dQng, hung h[ng, trAm cAm. Thay d6i hdnh vi: hitiu dQng qu6 mfc, a6 Ui tictr OEng

1r6t tritim gip) - chri y6u O trd em.

Rdi lo4n hQ sinh sin vir v[: Dau bgng kinh.

R5i lopn he hO h6p, ngrc vd trung th6t: xung huytit ngyc, tric ngyc, kh6 th6, pht m[t vd hAu hgng, co thit
,A

phO qudn ngay l6p tric; co that ph6 qu6n nghich thulng, vi6m khf qu6n, thd khd k[hfd c tr/.u chring duong

hO h6p tr6n do co th6t thanh qu6n, kich f'ng, hodc srmg nhu thd khd khd hoflc nghgtWV
n6i lopn da vir m6 du6i da: m6u bAm, vi6m da do rinh s6ng. ',

ROi loan mach m6u: xanh xao.

- 
Thilng brio cho bric sj ctic tric dung khilng mong mu6n Sqp phdi khi sft dltng thudc

euA lIrcu vA xU rRi
Kh6ng c6 dir liQu c6 s8n tir c6c thu nghiQm l6m shng vO quri liiju Fluticason*Salmeterol, dir li€u quri liiju cria

2hoqtch6t ri6ng bi6t nhu sau:

DdLu hiQu vd triQu chung qu6 liAu salmeterol: run, nhtic dAu, tim dpp nhanh. Thu6c OOi t<nang thich hqp ld cdc

thui5c chgn thg th6 beta chgn lgc tr6n tim, n6n dugc ding th4n trong d bQnh nh6n c6 ti6n su co th6t ph6 quin.

Khi phni ngung di6u tri qu6 1i6u ch6t chri vAn beta, cAn cdn nhic sri dung c6c thu6c steroid thay thii thich hop

kh6c. Ngodira,h4kali m6u c6 th6 xity ravd b6 sung kali cAn dugc xem x6t.

Qu6 liAu c6p Fluticason propionat d4ng hft c6 thO d6n d6n ric ch6 t4m thdi chric ndng thugng th4n. Kh6ng cAn

di6u tri c6p cfu vi chric ndng thugng th4n sE phgc hdi trong viri ngdy, duoc xdc dinh bing c6ch do nong dQ

cortisor huYtittucrns' 
? c*Fff#,'(i
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Qu6 li6u m4n tfnh do hit fluticason propionat: Nguy co ric chti thuqng thpn - theo ddi sp h6i phuc thugng

than ld cAn thitit. Trudng hgp qu6lidu Fluticason propionat, vi6c diOu tri FLUDALT DUO v5n c6 th6 ti6p tpc

v6i li6u thfch hqp ae UCm so6t tri6u chimg.

DONG G6I: Ctrai HDPE chri'a 60 vi6n nang, d6ng trong bao nh6m kdm I g6i hrit Am, sau d6 d6ng g6i vho

h6p carton kdm I dung cu hit bing plastic.

HAN DUNG: 24 thing, kC tt ngdy sin xu6t.

sAO QUAN: o nhiQt d0 du6i 300C.

oE xa TAIT TAY TRE EM
Dec Kt HUOwe DAN sU DUNG rRUoc KHr D(\NG

THUOC NAY CHi DaNG THEry ToA C(/A nic si
NEU cAN rruE*t nHdNG rrN, xrN Hor t ttEw aAc si HoAc DUec
Nhd s6n xu6t: LABORATORIOS LICONSA S.A - Avenida

Aztqueca de Henares 19200 Guadalajara,Tdy Ban Nha

Ind. Miralcampo

'OcHEmG
l-rlil,.tt.i"t 
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THONG TIN CHo BENH NHAN
1. TOn sin phAm: FLUDALT DUO 250 mcg / 50 mcg

2. CAc khuy6n crio

Dgc k! hucrng d5n sri dung trudc khi dung

D6 xa tAm tay trd em

Th6ng b5o ngay cho biic s! ho4c duoc s! nhirng t6c dung kh6ng mong mu6n gap phai khi sir dgng

thu6c

Thu6c ndy chi dtrng theo dcm cira b6c si

3. Thinh phAn, him lugng cia thu6c:

Hoqt chdt: Fluticason propionat 250mcg vi Salmeterol Xinafo at 72,5mcg tucmg ducrng v6i
Salmeterol 50mcg.

Td daqc : Lactose monohydrat

4. Md ti sin phim: Vi6n nang kh6ng miru chria bQt mdu tring ho{c tring ngd

5. Quy c{ch il6ng g6i: hQp 1 chai HDPE chria 60 vi6n nang kdm 1 dung cu hit

6. Thu6c dtng cho bQnh gi:

FLUDALT DUO 250mcg / 50mcg c6 chria 2hoqt ch6t fluticason propionat vir salmeterol:
. Fluticason propionat ld corticoid ldm giAm pht vd kich thich ph6i.

. Salmeterol ld I thudc gian ph6 qu6n tilc dgng k6o ddi. Thu6c giAn phti qu6n giirp ducrng d5n t<tri cO

tr4ng thrii mo girip khdng khi ra vdo ph6i dE aang. C6c titc dung k6o ddi trong it nhdt 12 gitr.

Thu6c co titc dgng phong ngtra c6c v6n AC h6 h6p nhu:

. Hen phti qu6n

. BCnh ptrOi tic ngh6n mdn tinh (COPD): Fluticason+Salmeterol 500mcg/50mcg ldm giim s6 lugng

bung ph6t ciic triQu chimg COPD.

Quan trgng nhAt ld phii sir dpng thu6c hang ngdy theo dirng chi din cua

thu6c co titc dpng ki6m so6t bQnh hen ph6 qu6n hodc COPD cua b4n.

Fluticason*salmeterol girip phdng ngira ccrn kh6 tho vir tho khd khd s6p x6y nhi6n, thu6c

4'91

/
il

(

girip rAng

Tuy

kh6ng co ttrc dpng khi dang kh6 tho hay khd khd, trucmg hqp ndy, cAn su dpng 1 thu6c gian phtl

qu6n t6c dqng nhanh nhu salbutamol.

7. NGn dtng thuiic niry nhu th6 nio vir fidu lugng:

Lu6n lu6n sri dung thudc dring nhu b6c si/ dugc si dd huong d6n. Ki6m tra voi b6c si/ dugc si n6u

b4n kh6ng chic chin vC ti6u hodc c6ch sir dqng. Sri dpng thu6c ndy m6i ngdy dtln khi b6c si khuyCn

n6n dtmg l4i. Kh6ng vucrt qu61i6u khuyOn dung.

BQnh hen ph6 quin
Ngucri l6n vi thanh thi6u ni6n tu 12 tu6i trd l6n:

. 1 liAu hit Fluticason* Salmeterol 100mcgl50 mcg/l6n x2ldn/ ngity

. 1 lidu hit Fluticason* Salmeterol 250mcg/50 mcg/lAn x 2 lAn/ ngdy

. i liAu hit Fluticason* Salmeterol 500mcgl50 mcg/lAn x2l6,n/ ngity

Tuy theo tinh tr4ng bQnh vd theo chi dinh ctra b6c si.

T16 em tt 4 - 12 tu6i:
. 1 liAu hit Fluticason*salmeterol 100mc gl5O mcgll6.nx2

T16 em ducri 4 tu6i: kh6ng dung thu6c niry 'ru"bHFq'fi#
1
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Nguoi lt6,n mic bQnh ph6i tic nghEn mf,n tfnh (COPD)
. 1 1i6u hit Fluticasontsalmeterol 500mcg/5 0mcg/lAn x 2 ldn/ ngity

TriQu chimg bQnh c6 th6 duqc ki6m sodt t6t bang c6ch dung thui5c 2ldn/ngity. Sau d6, b6c si c6 th6

quyet dinh gidm li6u cdn 1 lAn/ngiy. LiAu c6 th6 thay d6i:
. dtng 1 lAn vdo ban d6m - n5u c6 c6c tri6u chimg ban d6m
. dtng 1 lAn vdo bu6i s6ng - n6u c6 c6c triQu chimg ban ngiry.

PhAi tu6n theo hu6ng d6n cua b6c si vA sO tan dung thu6c va thoi gian u5ng thu6c.

Biic si sC thucrng xuy6n ki6m tra ciic tri6u chimg cria b4n. N6u bQnh hen phti qu6n hodc tinh trang

tho tro n6n t6 hcm nhu cim thAy thd khd khd hon, tric nguc thudng xuy6n hcyn hodc c6 th6 phdi sri

dung nhi6u hon thu6c gian phti qudn t6c dung nhanh, th6ng b6o cho brlc si ngay l4p tric. N6u b6t ky

tinh tr4ng nho xiy ra, n6n ti6p tgc dung Fluticasonisalmeterol nh,mg kh6ng tang li6u dang dtrng.

Tinh tr4ng hen phti qu6n c6 thti tro n6n t6 hcvn vd c6 th6 tro ndng. NOn d6n g(p bac si ngay khi cAn

di6u tr!th6m.

Huri,ng dAn sir dBng thi6t bi
. B6c si, y t6 ho4c du-o. c si sE hu6ng d6n su dr;ng dpng cg hft vd ki6m tra circh b4n su dung dung cu

hit theo thcri gian. Kh6ng sri dung thu6c dring c6ch c6 th6 ddng nghia ld thu6c khdng girip ngdn ngtra

bQnh hen ph6 qu6n ho4c COPD.

1
,,6

'L
.\{
$

{

I

1. Md ndp b6o vQ. 2. Giir ch4t phAn d6, vdn dAu ngdm theo hucmg
-tmul ten de mo.

Nh I
4. V{n d6u ng4m dC
.:

tleng tach.

d()n*fo/fldcn khi nghe3. Ldy m6t vi6n nang ddt vho khoang tr6ng hinh
vi6n thu6c o dtl dpng cu hit. Chi 15Ly thu6c khoi
bao bi tru6c khi sri dung.

5. Gifr 6ng hit th5ng drn g, 6n 1 l6n duy nhAt virc 2

nrit d6 chgc thung vi6n nang. Thdtay ra. 0

6. Thd ra manh.

-s. - - -^^rA
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7. D4t ddu ng4m cria 6ng hit vdo miQng vir hoi
, -l :. . .

ngA diu vd phia sau. NgAm kin m6i vd hit vdo

bing miQng th{t nhanh vd sdu het mric c6 th6.

Thu6c sE vdo ph6i. N6u kh6ng nghe ti6ng k6u do

nang quay trong khoang chria, c6 th6 vi6n nang dd

b! mAc kgt trong khoang. Khi d6 ndn md 6ng hft,
,^ ,l
lAy vi6n nang bang c6ch ndy ra kh6i khoang chria.

Kh6ng l|y ra bang c6ch b6m mit nhiAu lAn h6n
tuc.

9. NCu nghe th6y ti6ng k6u trong khoang,
hit vdo cdng l6u cdng t6t. L6y 6ng hit
kh6i miQng, thd binh thuong.

10. Md 6ng hit, ki6m tra bdt thu6c trong vi6n
I.nang, n6u con bQt thu6c thi lfp lai bu6c

6,7,8.
I 1. Sau khi sit dpng, th6o b6 vi6n nang vd

i ,,.
oong ong tut.

12. N6u cAn ldm sach 6ng hft, lau 6ng hit vd
khoang chria vi6n nang bdng khan khd
ho{c ban ch6i mdm sach,

N6u ngirng sfr dgng fluticason*salmeterol

Di6u quan trgng nh6t phii luu f ld dtng thu6c m6i ngiy theo dring chi d6n vd dung li6u luqng d6n

khi b6c si b6o b4n dtmg l4i. Kh6ng duqc dQt ngQt dimg hodc gi6m hAu thu6c vi tinh tr4ng b6nh c6

tne tOi tQ hon vd c6 th6 xtty ra c6c titc dgng php r6t niem gflp nhu sau:

. Dau bung

. Met moi vd ch6n 5n

. Benh tft vd ti6u chiy

. Gi6m cdn

. Nhric dAu ho4c budn ngir

. N6ng d0 kali trong m6u th6p

. HuySt ap thl,p vd co gi4t

n6t ni6m gip ntrung ni5u bi nhi6m khudn hoac bi c5ng thing qu6 mric (nhu sau tai n4n nghiOm trong

hodc n6u phdi ph5u thudt), bpn c6 thO m6c citc titc dpng php tucmg ty.

Ei5 ng[n ngria c6c triQu chimg xity ra, b6c si c6 th6 kO dcm corticosteroid thdm

N6u mu6n bitit th6m th6ng tin v6 viQc sir dqng thu6c, xin h6i bdc si, dugc si ho{c

8. Khi nio kh6ng n6n dtng thu6c niry:

predni )

Kh6ng n6n dtng thu5c ndy n6u m6n c6m vcri ho4t ch6t chinh ho4c b6t kj,t6 duqc nio cira thu6c, qu6
X ,. r Y a ,

mAn voi protein sira, dang di6u tri tinh tr4ng hen holc dqt cdp ctra hen ph6 qudn vd COPD khi cdn

di6u tri tich cuc

9. T6c dBng khdng mong mu5n

Tucrng ty c6c lo4i thudc khiic, thu6c ndy c6 th6 gAy ratfrc dpng php, m{c du kh6ng phii tdt ci mgi
. ' -; a ,, " ,, 1 1 1 . ! ? 1 a r-

nguoi d6u mdc t6c dpng phq. D0 gi6m nguy co tiic dpng phr,r, b6c si sE k6 toa li6u thAp nhdt cua

Fluticason*Salmeteol AC n6m so6t bQnh hen phr5 qudn ho{c COPD.

Phin rirrg di rfrng: hoi tho dQt nhi6n tr0 n6n xAu di sau khi sri dgng Fluticason*salmeterol, khd khd,

ho, ngria vir srmg (thucrng 6 m{t, m6i, ludi ho{c hqng). N6u xiy ra phin img ndy ho{c xiy ra dQt

ngQt sau khi su dung Fluticason*Slameterol, th6ng b6o cho b6c si ngay lQp tric. PhAn tmg di img vcri

Fluticason*salmeterol thucrng it g{p (6nh hucrng it hcm l trong 100 ngudi).

C6.c titc dqng phg khf c: : -'r \ -q i o r *,*oa d'X
,?

R6t ttruung s{p (6nh huong hcrn I trong 10 ngudi) 'i, ,it ffi?$mC l.no'\rl*' -- 
- r ,^ a,.lq P i
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. Nhric dAu, tinh trang niry sE t6t hon ntiu titlp tpc di6u tri.
A, !. Tdng s6 luong mdc cim crim dd ducv. c b6o c6o d bQnh nh6n COPD.

Thudng gap (nnh hu&ng ft hon I trong 10 ngudi)
. Tua miQng, hQng, dau lu6i, khdn gigng vd ri/' c6 hgng. Sau khi sri dgng thu6c c6 th6 sric miQng

ngay voi nu6c c6 th6 gifp gibmtdc dqng php. Biic si c6 th6 kC toa I lo4i thu6c ch6ng nAm de di6u

trf c6c bQnh tua migng.

. Nhfc, srmg kAcrp vd dau co bip.

. ChuQt rut ccr bip.

Circ ttrc dgng phqr sau ddy ctng di dugc brlo c6o d nhirng bQnh nhan mic bQnh pfrOi tic ngh6n mdn

tinh (COPD):

. Vi6m ph6i, viem phl5 quin. Th6ng b6o cho b6c si n6u nhan th6y b6t kj,tri6u chimg ndo sau dAy:

tang lugng dirm, thay d6i mdu s6c ddm, s5t, ot lanh, ho tdng 16n, tdng kh6 tho.

. BAm tim vd gdy xucmg.

. Vi6m xoang (c6 c6m gittc cdngmti, m6 vi phia sau mit, d6i khi dau nh6i).

. Giam tugrng kali trong m6u (c6 th6 nhan thay nhfp tim kh6ng ddu, ytiu co, chu6t rut).

it gap (inh hu&ng it hcrn I trong 100 ngudi)
. Tdng lugng dudrng (glucose) trong miiu (tang duong huy6t). N6u b4n bi d6i th6o dudng, theo d6i

ducmg huytit thucmg xuydn hcm vd c6 th6 can Aieu chinh phric c16 di6u tri bQnh d6i th6o ducmg th6ng

thuffrg.
. Mit c6 mdng mAy.

. Nhip tim nhanh.

. Run r6y, nhfp tim kh6ng d6u ho4c nhanh - cdc t6c dpng ndy v6 h4i vd gi6m khi ti6p tgc diAu tri.

. Tric ngpc.

. Cam th6y lo lAng (chu ytiu xiy ra 6 tr6 em).

. Ngir kh6ng ngon

. Ph6t ban.

Hi6m (inh hu&ng it hcrn I trong 1000 ngucri)

. Kh6 tho ho{c th6 khd khd t6i tQ hcm sau khi udng Fluticason*salmeterol. N

dung thudc. Sir dpng thu6c gian ph6 quin tdc dgng nhanh vd th6ng b6o cho b6c l4p tirc.

. Fluticason*Salmeterol c6 the anh huong d6n sAn xu6t hormon steroid binh thucvng trong co th6,

dac biQt ntiu ban dd dung thu6c trong thcri gian ddi. Cdctdc dung phu gdm:

- Ldm chf,m ph6t tri,5n d tr6 em vd thanh thi6u ni6n

- Lodng xufirg

- Ting nhdn rip

- Ting c6n

- MAt trdng rim (hQi chung Cushing)

B6c si sE ki6m tra thucmg xuy0n re U6t cri ph6n r?ng phu ndo vd ch6c chin ring bqn dang dtng li6u

Fluticason+Salmeterol th6p nh6t AC m6m so6t hen suy6n.

. Thay d6i henh vi (c6 ntrirng hanh dQng b6t thucrng vd bi kich thich - chri yi5u xtty racr tr6 em).

. Nhip tim kh6ng dOu ho{c lo4n nhip tim. Th6ng b6o cho b6c si ntmg kh6ng dugc ngimg thu6c tru

khi b6c siyeu cdu dimg. 
ru *Fqffiffi3#
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Chua tlugc bi6t nhung crl th6 xiy ra:
-l .t
Trdm cam, glty hdn, c6 khd ndng xtry ra d tr6 em.

NtSu b6t kj,t6c dpng php niro trO n6n nghiOm trgng, hodc n6u nh{n th6y t6c dung phr; ndo kh6ng

duoc liOt kC o d6y, xin th6ng b6o cho bric si/ duoc si.

Tric dgng khdng mong mudn sau khi luu hirnh: ducr. c ghi nhan khi dtng Fluticason vd,/hoic

Salmeterol khdng phu thuQc vdo chi dinh:

R6i lo4n tim mach: 1o4n nhfp tim (g6m rung tAm nhi, ngoai tdm thu, nhip nhanh tr6n th6t), nhip

nhanh th6t.

R5i lo4n n6i ti6t: hQi chung Cushing, mdt trdng rim, giim tdc d0 ph6t tritin o tr6 em/ thanh thi6u

ni6n, ting ndng tuy6n thugng thQn.

ROi loqn m6t: tdng nh6n rip.

ROi lopn ti6u h6a: dau bpng, kh6 ti6u, kh6 miQng.

ROi loan h6 mi6n dich: phan img qu6 m6n tric thoi vd qu5 m6n ch4m (kC ca phan rmg phdn vC r6t

hiiSm gap). ph6n img phin vQ r6t hitim gAp o bQnh nhan di rrng voi protein sfta ndng.

R6i lo4n chuy6n h6a vd dinh du0ng: t[ng ducmg huy6t, tdng cAn.

ROi loan co xuong, m6 li0n k6t, xucrng: dau khdp, chu6t rut, vi6m co, loing xufi)g.
R6i lo4n he thAn kinh: di cim, b6n chdn.

ROi lo4n tAm thin: kfch dQng, hung hEng, trAm cdm. Thay d6i henh vi: hitlu dQng qu6 mric, d6 bi

kich dQng (r6Lt hii5m gap) - chir ytiu 0 tr6 em.

R6i lo4n he sinh sin vd vir: Eau bpng kinh.

ROi loan he h6 hAp, nggc vdr trung thAt: xung huytit nggc, tfc nguc, kh6 th6, phu m{t vd hAu heng,

co thit phti quan ngay l4p tric; co thit ph6 quin nghich thucmg, vi6m khi quin, thO khd khd, c6c tri6u

chimg dudng hO hAp tr6n do co thit thanh quern, kich img, hodc stmg nhu th<v khd khd hodc nghet

th6.

ROi loan da vir m6 duoi da: m6u bAm, vi6m da do 6nh sang.

ROi lo4n mpch m6u: xanh xao.

10. N6n trinh dtng nhirng thu6c ho{c thqc ph6m gi khi dang sir dBng

Th6ng b6o cho b6c si hodc dugc si n6u bqn dang sir dqng ho{c vua mcri

ndo kh5c. Luu y voi nhfrng thu6c sau:

thui5c

thu6c

Chit ric chti Cytochrome P450 3A4 m4nh (nhu ritonavir, atazanavir, clarithromycin, indinavir,

itraconazole, nefazodone, nelfinavir, saquinavir, ketoconazol, telithomycin) kh6ng du-o. c ktuy6n

ciio sir dgng voi Fluticasonfsalmeterol vi gdy tdng tbc dgng corticoid toan thdn vir tdng t6c dpng

php tr6n tim m4ch.

Ritonavir: iI6 c6 b6o ciio vA tucmg t6c thu5c c6 y nghia ldm sdng d bQnh nh6n dtng fluticason

propionat vd ritonavir, d5n d6n t6c dung corticoid todn th6n bao g6m hQi chimg Cushing vd fc ch6

tuy6n thugng thfn.

Ketoconazol:

- Fluticason propionat: Ding d6ng thoi fluticason propionat (1000mcg) d4ng hit vd ketoconazol

(2}}mglngdy 1 lAn) den di5n tdng phoi nhiSm fluticason propionat huyt5t tucrng vd giim diQn tich

ducri duong cong (AUC) cira cortisol huytit tuong nhrmg kh6ng 6nh huong d6n bdi ti6t cortisol

qua nu6c ti6u. ,qt. #.-, Llflffi1#
'(,-,. -' \.*l t t 
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- Salmeterol; Mdc du kh6ng co tirc dpng th6ng k6 v6 gi6 tri trung binh QTc, dirng salmeterol

chung voi ketoconazol c6 li6n quan d6n t[ng thcri gian QTc thuong xuy6n hon so voi dirng

salmeterol vd gi6 dugc.

Ch6t ric ch6 monoamine oxidase (IMAO) vi thuiic ch6ng trim cim 3 vdng:

NCn dung FluticsorVsalmeterol h6t sric thdn trgng 6 bQnh nhdn dang dung IMAO hay thu6c ch6ng
l"

trdm cAm 3 vdng, hodc ngrmg dung c6c thu6c ndy trong 2 tuin vi hoat tinh cira salmeterol tr6n h0

tuAn hoirn c6 th6 tang.

Thu6c ric ch6 Beta-adrenergic kh6ng chi c6 th6 chin t6c dQng l6n ph6i cua thu6c chri v4n beta nhu

salmeterol, md cdn gdy co thit phti quan n4ng 6 bQnh nhAn t6c ngh6n duong hO h6p c6 th6 hOi phpc.

Do d6, benh nhan hen ph6 qutn/ COPD kh6ng n6n di6u tr! thu6c ric ch6 beta thuong xuydn. N6u

kh6ng c6 lga chgn thay th5 niro, c6 th6 chAp nhan dung thu6c ric chti beta cho b6nh nhin; xem x6t

thu6c ric cht5 beta chon loc tr6n tim du chi n6n dung rAt th6n trgng.

Thu6c lqi ti6u thAi kali (thuiic lqi ti6u quai hay thu6c lgi ti6u thiazid) c6 th6 gdy thay ddi diQn

tam dO val hodc ha kali m6u. C5c tinh tr4ng niry c6 the te hcrn do dirng thu6c chu vfn beta, ddc bi6t

khi vucvt qu5 1i6u dO nghi. Mdc dt li6n quan lAm sdng cta cdc t6c dpng ndy kh6ng duoc bi6t, cAn

th4n trgng khi dung chung thu6c chu vfn beta vcyi thu6c lqi ti6u kh6ng c6 kali.

11. CAn Drm gi khi mQt lAn qu6n dtng thu6c:

N6u qu6n thu6c, bo qua liAu da qu6n, dung 1i6u ti6p theo khi d6n thni gian dung thu6c. Kh0ng dung
^,.tI lrcv cung luc.

12. Cin bf,o quin thu6c niy nhu th6 nio:
O nhiet d0 duoi 30oC, trong bao bi g6c.

Tr6nh xa tdm tay tr6 em

Kh6ng sir dgng thu6c sau ngiry ht5t h4n in tr6n bao bi.

Kh6ng bo thu6c vdo ngu6n nu6c hodc rirc thhi sinh hoat, hoi f kitln dugc si vA c6ch bo thu6c kh6ng

cdn sir dung. Di6u ndy girip bio vQ mdi trucrng.

13. Nhirng triQu chri'ng vh ddu hiQu khi dtng thu6c quf lidu

Quan trong ld phii su dgng dgng cu hit theo hucmg d6n. DAu hiQu qu6li6u:
.,:

thucmg vd run rdy, nhric ddu, suy nhuoc ccr bdp vd c6c khcrp dau.

14. CAn phii lirm gi khi dtng thuiic qui lidu khuy6n c{o:

N6u sri dr,rng qu6li6u k6o ddi, n6n th6ng b6o cho b6c si hodc dugc si dti dugc tu vAn vi qud lii:u c6

thO lam gi6m lugng hormon steroid dugc sin xu6t bcri tuy6n thuqng than.

15. Nhirng tlidu cin th$n trgng khi dtng thu6c niy:
Tham kh6m vi n6i chuyQn voi brlc si, duoc si ho{c nhdn vi6n y tti tru6c khi sri dgng fluticason *
salmeterol.

B6c si sC ki6m tra t6 c6c bQnh llf sau:

. Benh tim mach, kO ca nhip tim b6t thucrng ho{c nhanh

. Tuy6n gi6p ho4t dQng qu5 mric

. Huy6t rip tdng

. E6i th6o ducrng (thu6c c6 th6 ldm tdng lugng duong trong m6u)

' Kali m6u thAp ^\) r,- tJ # Htqt'{}
. Benh lao hiQn tarhaytrong qu6 khri {\J Gffi-t t.} **'
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,

N6u da timg c6 b6t k! tinh trang ndo kcl trdn, th6ng b6o cho b6c si tru6c khi su dung thu6c.

Mang thai ho{c cho con bri vir khi nlng sinh sin:
N;5u ban dang mang thai hodc cho con bri ho4c nghl ring c6 th6 mang thai hof,c dang c6 k6 hoach c6

con, h6i bilc si hodc duoc si d6 duqc tu vdn truoc khi dtng thu6c niy.

Khi ning l6i xe vi sfr dgng mfy mr6c: CAn luu y ld thu6c c6 th6 g6y dau dAu, run, kh6 th6, r6i

loan hirnh vi, kich dQng...do d6 c6 thd 6nh hucrng d6n khn ndng 16i xe vi v4n hdnh m6y m6c.

16. Khi nio cAn tham v6n bfc sf, dugc si:
Tham vAn bfc si:

- Tru6c khi su dr,rng thu6c

- N6u c6 bdrt kj,t6c dpng phq ndo

- N6u tinh tr4ng benh di6n titin x6u ho[c trAm trgng hon

- Ntiu dang sri dung, vtra moi sir dgng ho{c mu5n sri dgng Uat ry thu6c niro kh6c

- N6u c6 cdc d6u hieu qu6li6u

17. H4n dtng cria thu6c: 24 thingk6 tu ngdy s6n xu6t

18. TOn, dia chi, bi6u tuqng (n6u c6) cta ccr sO sin xu6t

v Laboratorios Liconsa S.A.

Avenida Miralcampo 7, Pol. Ind. Miralcampo Azuqueca de Henares

Nha

ara, TAy Ban

19. Ngny xem x6t sfra tl6i, c$p nh$t l4i nQi dung hufng din sfr dBng

@cHEmo
Laboratories LICONSA, S

7
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