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SERETIDE® EVOHALER® DC
Salmeterol/ Fluticasone propionate

Thusc bén theo ddn

TRINHBAY
W81 b st SERETIDE EVOHALER DC cung odp: Saimaterl iaoate tiong

nhén cdn duge bac T kham Li. Céin wem xét dén vidc tang iifu corficosterid,
cling ni iiéu SERETIDN el ki

sodtbnh hen. )
nmmnmmmmmmmsmmwwamm
hen do nguy o bicdn kich phat, vié
sétoda bac <L DSivgibinhnhan COPD, mwﬂmwmmwmm
chilng v nén duge bae ol heo dii.

5y gia tang bio céa v vibm phili irang cdc nghién cu vdi bdnh nhan COPD
ding SERETIDE (xem phin Tdc dyng khing mong mudin). C4c bdc snén thin
trong i kh néing iy ra vibm phisi 4 mmﬁmmﬁmmmw
u!nlalms&ugmv&nplﬁuimlﬂd: phaithudng tring 4.

dugng 25 microgram salmetenol v 50, 125 hodc 250 microgi &c hit ch id, nén thin SERETIOE
proglonate. ammumwummwumm
DmNuM'Hﬁnﬁﬁquua g il (6angp i), N SERETIDE thiin trang & bénh nha bi nhiim ddc

i M bi n b oém cung cip 120 B6u it Caic b dung tré nhip Bm % khi o6
nmﬂmm wmvamﬁa:mmmﬂmacwummmmmm
CHIBINH @b trf. Vi 1 do ndy, néin thiin trong khi diing SERETIDE cho nhing binh nhdn

da tim tnide .

Han (Binh the nghén dbng dinkhics hdiphye) m‘,{‘“‘ﬂ:mmum.. R
SERETIDE fugsc ch dinh trong diéu tf thuding xuyén bénh hen (bdnh e nghdn St Dovay, nénthl iding SERETIOE cho
Suding din khic b phuc), bao gém hen phe quan & ngudl Bn va tré em 14 tui P . i huylthanh,

trd ke, ngdm:

gkidang Gbubibing iddanghl.

« Binh nhan dang dugc kiém sodt hiu qua voi B duy i coricosterid xit va
thulhc chil viin bels, tc dyng ko i,

Blnh phél the nghiin man tinh (COPD)

Emwmmummmm&wmuhmnmm

h 0 duge chiing
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LEULUONG VACACHDUNG

SERETIDE EVOHALER DC chiding 04 hit qua duing migng.

Céin cho bénh nhan bt ring phdé ding SERETIDE EVOHALER DC thubng

xuyén 04 datduge g fch 51wy, ngay ¢ khikhong co trigu chilng,

mmanmmxmwmmummmmm
thea ibikhuy
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N il chinh d&n ¥y th&p nhét mé viin dury t dude viéic kifm sodt bidu chilng
b higu qud. Khi vide kim sodt kiéu ching duge duy 18 by SERETIDE hal lén
ﬂﬂmrgir.mﬁummmmmwmummﬁﬁmi
1énmbingay.

hén ding dang SERETIDE cohé i prop

phi hgp vl mic 69 nang clis bih,
Néu bénh nhan khing due kidm sodt ¢y &) vl i iy concostenck

Téc dyng 1odn Bdn o6 1 xdy 2 wi bt o corbicosteroid hit ndo, dic bist khi

ng b cao trong Mwnmmmmwwmmmugm.

corticosterold dubng usng (xem phdn Qud ). Téc dung todn thin
‘g hdi chiing Cushing, cic d5u hiu Cushing, Uc ché tuyén thuging than, chgm
taing trudng d trd em va thanh thig nién, gidm mt 9 khodng xucng, dye thily

tinhthé v b ghcom,
vrmaoam Gé q gt iy chinh Bdu corti idh
L A duy i dugciobim sodt b

mwmmﬁwmuwﬁm«pwmwmm
g g o8 o ¥ 015 B0 g it i o gy 1 s v ol
sk 8l by cortoosterc

Khuvln cdondn kil
L

corticosteroid it

Vi b kb nang ddp g tong i suy gdm, mmmwmmm
chiujén bl nhdn ti i i stercd uf ht,
wvacin kidmtra ".,..mh

Theommg chidlinvé mmm«ummw iéu r o2 thin

mmmuwmwﬁmﬂunwmmmmmu
siress.

D4 cdibdio céo vé tang néng &) duling huyl, dis hiim gap (xem phén Tdc dung
Khéing mang muda) va diu ndy nén duge xem obt il khi ki 1oa cho blnh nhdn
ctitidn si1bjdai thdo dudng.

Trongqué rinh sddyng §tugng

thun, thl viéc @éu Ir thay the blng SERETIOE wdi iy corioosteraid tudng
duiing vé mat &58u tr c& 1 mang Igi sy cAi hibm frong kiém sodt hen. O nhing
bénh nhan ma vide ding coricosternid hit dan thuln 62 b thé kifm sodt han,
a6 b thay the bing SERETIDE o6 thé gidm liéu corcosteroid ma vin duy 1
e ki 504t hen. Tham khdo phén "Duce Iyt hoe” 08 bidt ihdng thang in chi
tidthan,

ww@mmmmmmmmmwm
Cushing vé Uc ché tuyén ugng than. Do vly, nén trénh ding dlng thoi

o

bicdetde dyng phy todn thain clacortcosteroid (xem phi Tuongdc)
Céic d b i mét nghitn cilu 16n tai My (SMART) 50 sdnh tinh an todn clia

Libu 8 nohi ) iﬂvmrlm-m?pmya‘siﬁam?@gamm

Ngusikn v i ’ bty e oy Dt ngigncly

Hai nhat xit gl 25 microg wh 50 microgram e : nctg e

R e e e e T

Hoge ) i g g, Vi cha bif B 0 nay 1 do o 8 16 duoc i iy

Hal nndt it h:‘:; & ¥a 125 microg yEu 18 khde. wmmmw&mwuammmm

propionate, hai ngay. wg‘rmﬁ.‘ tam thay '_ livong b

_ . _ N i ks

. e V230 oy mmsxmsymm«wmvsmmmmmmw

Poporse IRmAMRY i Ketoconazola Gl lodin han E3m tang néng 6 SEREVENT (salmeterol), Bid

uwlﬁw guli 1206150050, 218008, 1y 480 i ko i Khoding Q. Nen thén trong Khi dimg ket hdp thudc e ché

Tt gt s _ ) manh CYP3A4 (v dy ) v o gk

Hai nhat m_lw 5 0 v 50 gram fulicasone Tuling ticva Duge déng hoc).

&W-Mﬁﬂm . ) it nhilng it bt ke, co that phe qusin nghich 1 6 the xusi hsén wdi fish
W"';‘“P‘:‘W' “"“'“”!"';; trang kho khé gia tng ngay sau khi hit KR 66 nén 036y tr ngay 1p toc bAng

Khibng o6 58 i vé sl dung SERETIDE 3 tré em cudi 4 tufi. thubc gian phif quin dang hit 16c dyng nhanh vl ngdn. Nén ngling iy b

Binh phéi the nghlin man tinh (COPD) Saimeterct-Fluticasone Propionate Accuhaler hay Evohaler ngay, bénh nhin

Lidu Ehuyén ding cho ngubi 1an 1 hal nhét xit 25125 mi

mictogram saimeterolfiuticasone proplonate hal in mdi ngay. Tal lifu ding
501500 microgram hai tn mdi ngdy, SERETIDE AccuhalerDiskus 03 duge
ching minh 1m gidm 1 1 1 vong do mgi nguyén nhan {xem phan Cc nghidn
ciuldm sang).

Céc nhdmbénh nhin dic bibt
Khing cin diéu chinh Bu cho bénh nhi
suygan.

CHONG CHIDINH

Chéing chi dinh SERETIDE cha bénh nhin cd ién s qua mén vdi b8 cd thanh
phiin o cia fudc.

CANHBAOVA THAN

SEREI'DEMERDCHMN ummﬁmmm@
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ibu chingbén minh.
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&n dugc ddnh gid v thay thé phudng phap Géu bri néu cin 1t (xem Tée dung

Wnynwnmﬁ!]
BAcd b ¢ § ciia diu tri bAng chélt chil

vinbeta-2, mmunhawnw:muwmauasu nmwmm
thedng qua vA gidm khi i b thudng xuyén (rem Téc dy g mang
TUONG TAC

Nn tranh sl dung ¢ thube e hf beta chon loc v khdng chon loe i ki 65 1

dobétbude.
Trong nhang déu kign binh thutng, do chuyén hia budc ¢y khi nhiéu va thanh

L o

6 ucasons propionate tong huyé tuang Gat uci thd sau 60 b3, B d A

‘glp céc Wong tic thusc cb  nghla irén Im sang qua tung gian futicasons

proplonala.

M81 righin el vé tuang t4c thusc & thdng ngudl Khde manh eho thdy ring

fitonayir {chéft Uc ché manh cytachrome P450 3A4) o6 thi gdy tang cao néng 69
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hin diing futi propionate hit i din  Rdllognngitist

dén téc dyng toan tha s bao gém hdi ching Cushing va lochd  Cc e ding todn than ¢4 1hé bao gdm (xem Cainh bao vl Thim frongl:

mmmum'—' th i i X varitonavir  Hilim: Hﬂm&aﬂm cic dfu hidu Cushing, Oc ché thugng
trivuigh trdi mguy co te dyng phip loan Ehé id thin, chdm Idn & tré em va thanh thigu nién, gidm mat 66

mwmmmmmmmﬂwpﬁowmm
lang khdng ddng ké (erythromycin) va tang nhe (keloconazole) ndng d)
fucasone propionate ol dn ma khdng am giém éng k8 ndg 8 ool

g huydt Tuy nhién, né ] ng kit hgp cde chit do ché
manh G P450 384 (nhu mmmmmu
futicasone propionate fodn thén,

Vide diing ddng thai ketooonazole vi salmeterct Bm ting dang k& néing 6)
salmeleol trong huylt tudng (Crmax tng 1.4 14n vA AUC tang 15 Hn) va ddu ndy
o thé gy kéo dai khodng QTc (xem phn Cdnb béo v Thin tong vé phin
Duge dingioe).

THAIKY VA CHOCONBU
Chi nén cdn nhéc diing SERETIDE cho thai phy v ngudi me dang cho con bl

khodng xudng.
mmn Mm!‘nﬂwwm thit
thétphé quin ng

mmmwﬂwmmmmmmmmmm
dimg thudc.

QuALEu

Théng tin hién b wh qud Bu SERETIDE, salmeterol vithodc fluticasone
propicna i ioh ay &yt 6y

D hiu vA rigu ching qu iéu salmetercd A ddu hibu € hinh cda Kich thich
quémic beta-2 adrenergic, bao gm run, dau déu, nhip tim nhanh, tng huystdp
£ s v ok . Knig o6 i 03 i o Qe o saimeleao va

il ¥ ch cho nguB me in hon bt el nguy co n4o o thé xhy ra che thai hadc
.

Khiing 4 kinh nghiem vil sdl dyng saimeserol xinafoate va futicasone propionate
Anguiti trong qua trinh mang thai va cho con bd.

Nghién cdu ddc tinh &% wdi khd ndng sinh sdn 8 ddng w31, vdi doa b By hay
18w k&t ho, 4w cho thily bc dung 461 voi phii tha o th xay ra 8 [ toan than
it cao ciia chit chi van thy Mmmmmummmmm

p Naumﬂu:&ymmwnmmﬂunmw
i theo 63 hich hop i cAn. Khi R qud 14 céptinh
06 thé diin déin dc ché tam this Inyc ha Oi-tuy

mmwm:ﬁammwmmﬁwmmwuw

nady.

Niéuhit SERE TIDE wdi u cao han iéu cho phép rong th gian di co thé gay e
i iing ki vé tuylin thuging than. Hiim o b c40 v can thugng thin 3, chil
yéu xusl hidn & tré diing i cao hon iy cho phép trong thdl glan dai (nhiéu

mwmmm-ﬁ i o ho thiy bt o
i ...eacuuamnca
MMM&WW&MWM;W&IW
nang gy ddc tinh di truyén ndo.
MNéng 0 saimeterol va fluticasone proplonate trong huyét tudng sau khi ht liéu
mummummmnmmmmmmmmm
g, Bigu ndy dug wghidn clu trie ddng vt dang cho
mmmwmmmmummmum Khing o s8lidu
trong slanguii,
ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
mﬁmeWﬁmmmmmmwm

y khaing ct g

racwncmmuudu
Céictic dyng khdng mong mudn lign quan 1 ca¢ thanh phén rigng 18, saimeterol
mwummammmmm mmeomuc

hiu nam] nhiing biu hiin quan st théy bao glen ha giucase médu
i kb v giam  thikc vaMode co gigL Céc fnh huing o6 té gay khdi phét con
nong hdn 5 b0 gt chikn g, phlu thudt,shibim khudin hose bt sy

Nén khuyén biéh nhdn khing nén diung SERETIDE vdi iu cao han bbu cho
mwmmmmmmmvammmmmm
i cho phéip ma v duy b kiém sodtbén

{xem Lidurlugog vacdch ding).

CACBAC TINHDUGC LY
DUFCLYCHOC
Thinghidm tm shng val SEREVENT (salmetercl)

Hen

SMART (Salmeterol Multi-Center Asthma Research Trial) i mb| nghilin cu in
&M 50 s4nh tinh an toan cila SEREVENT (salmeterol) hogc gib duge duge bé
mmrwmm:hm Mwwmwmwvﬁmwm
tas8lugng tng hap g b doa tinh manyg lién quan 8fin ha hip,

m&mmmmﬁmi@tuwﬁuymwwmdﬁn
sufil T&n suflt duge dinh nghia rihu s3u: rit phis bién (8/10), phé bin (211100
dén <1/10), khdng pht bién (2111000 dén <1100), higm (=1/10.000 dén

Lok

Mobid holhdyct s ohendbdah nhan Bt
mmmmnsmmmﬁmmmamm
nhén i b 26 tudn bing SEREVENT (salmeterol) o vdi 3 bénh nhan b vong

413, tnwnmnuungguqu Nghidn G2y Khong nhdm Génh
i T ot

<1/1000] va it him (<1/10.000). Phdn kn t4n sufl duge xdc dinh bl 60 liéu gdp
hesn v 7 nghié mmwm
i g. Vidk nhlng bidn

o ndy, tén susit éugetinh dusa trén A ligu by phat
Daliu thifnghipm lam sing
Nhidm mmmwmm
Phébién Nhilm ném candida miling va hong, viém phii (3 banh
nhainmécbénh phdit4c nghén man tinh - COPD).
Hiém: Nhi€m ndm candida thuc quan
Réilopn hi mién dich
Phan ing quéman:
PMW Phiin g qua mAntrén da, knd tha.
Phdn iing phisn vé.
REI hn nfitigt

Cacticdingtoantid

mm&uﬁw Bucthiytirh thé
Tangnhan 4p (glaucoma)

mwmy&mwmm

Rt logn tim thiin
Khong phi bifn:
Hifim:

& th s enllem 1

Céinh bdova Thé

Lu&urﬁibmvﬂcm
88ihanh i, bao gt
Mﬂﬂw!
Rélloan hé thiin kinh
R&phsbl‘&r Bau ddu (xem Cdnh bdo vé Thin trang).
ot gl
Khongphdbién:  Banh tréing ngut (xem Canh bao v& Thin trang), nhip tim
nhanh, rungnhl.
Higm: :immmmmmmmmwwm

[

hé b 16

RET I hir

Phé bin: Knan giong/khdin tifing.

Khongphdbisn:  Kichunghang,

Rél logn da v méd dudi da

Khdngphdbign:  Vétthameim,

mmumummw

PPhé bién Chubtrit, daukhdp.

(DT Hu sau khi luu hanh thuc

Réiloan hé midn dich

Céc phdn dng qué mdin biy hign dudi dang:

Him: xmmmmmummmmmw
n.

mmmmwwmwmk&gﬂnmmmmﬁsﬁ
Iuging til vong lién quan dén hen & nhidng bdnh nhdn i dyng stencid hit khi bt
du nghiéin cihu (475127 & nhém ding SEREVENT (salmeterod) so vii 35138 &
nhdmgid duge). S5 ca td vong lisn quan &&n hen & nhom khdng it dung steroid
hit 1 977049 & nhdm diing SEREVENT (salmeteroi) so vdi 0771041 8 nhdm ding
g dugc. Hon nda, mitphan tich gdp {meta-analysis) tir42 nghién ol 1m shng
gém 8030 bdehnihén ding SERETIDE va 7925 bgnh nhan ding FLIXOTIDE cho
thiing ki 461 w8 cc bikin o hd hap nghiém trong
mwmi&-mwmws&sﬂnﬁﬁm
Thiinghidm km singval SERETIDE
Hen
Mt nghién o in trong 12 theing (Bat kiém sodt hen b8 uu, GOAL) 8 3416 bégnh
nhdn hen so sanh tinh hidu qud va tinh an todn cda SERETIDE wdi dan bj liéy
g corticosteroid dang hi lrong viéc dat dugs mhiing mic 89 ki 50t hen
duige xac dinh trude dd, Exéu Irj tang ing bude méi 12 ufin cho déin khi dat dugc
“Hidm sodil triét 48™ hodc diing 68n By thudc nghién clu cao nhal Cén duy th
kiém sodit it nhat 7 trong s6 8 tusn diéu trj sau cing. Nghién cdu nay 08 chi ra

rlng:

. rmwmmmahmmswmemmmmmui‘mﬁ

5% b ohdn & dhém &6 il

»  41% bénh nhin didu i bing SERETIDE dat dugc 'Kalm sodt hen trit 46
50 Vi 28% bénh nhan & nhom dibu trj bng don i fik coricosternid dang
h

B3 quan s thiy cdc hidu qud ndy & SERETIDE sdm hon so véi corticostnced

diang hitdan b i v Ll iu corticostaroid dang ha thiip han,

Nghidn oy GOAL ciing chira ring :

o Tyl con kich phat khi ding SERETIDE 14 thép hon 29% so vdi diéu i bling
oinr} b corticostercid dang hit

+  Vide dat duoc Hidm sot hen 15 va ‘Kim 504l hen trigt oF gip ol thign
et hugng cudc s6ng. 1% bénh nhin 48 bdo cdo rl i hodc khdng bi suy
gidm chitlugng cudc sng, dugc dinh g blng cc chu hdi vé chtlugng
------- o bibnih hen, Sau ki diéu b bing SERETIDE so vt
8% taithoi i ban 8.

"W 508t hen ¥t < 2 ngdy of diém tu chilng Ian hon 1 (diém tidu ching 1

uwmmmummmmmwmmhmmmww

mmszmmﬂm 4 dgng i a dinh o budi séng dn

acbing th my&wmmmmw
i bl
ﬁmmlmwummmm mmwmmm

dydodn, khdng thikc
gs:mnanm mwmmwmm wﬁcmm phéithay &6
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Hai nghiéin ol thiim nfa 63 cho théy sy i thign i ndng phdi, j 18 phéi ram
ci¢ nghty khing of iéu ching vi giém sl dung thubc cip ciu, tai lidy
corticosterokd dang hit cia SERETIDE thdp hon 60% so vdi didu bi bng don
Bdu corticosternid dang hiL trong khi vide kifm sodt nén vidm dubing hd hép viln
dugcduy ir, vdivide dénh gid bing sinh il phé qudn vA rila phé quin phf nang.
Céc nghién cdu bl sung da chira ring diky trj bdng SERETIDE cai thién déng ki
cdc rigu chiing hen, chic nang phdiva gidm s dyng thudc clip cdu so vdi didutr
bang cic thulc ritng 1é va gid dugc. K&tqud it nghién oy GOAL chira ring cc
c3i thign quan sdt dugc & nhom dung SERETIDE, vai cée tiu chi ndy, duge duy
Rk nhat 12 théing.
COoPD
Cée bénh nhén bj COPD cd tndu chiing mé khd ndng hdi phuc v thudc ch vin
bela-2 te dyng ngéinkhdng bi han ché & 10%:
Céc thil nghim m sang o & ching v gid duge trong & thang 88 chi ra rling
viic sl dyng thusing xuyén cd SERETIDE 50/250 va 50/500 microgram gidp cai
thién nhanh va déng k& chic nding phii, gidm dding ke sy khé th vé viec ding
mmmm mwwwmwmmmm

Céc bénh I o6 dudi 109 khd nging

mmummdmmmmm
Céc thirnghidm l4m siing i trong B théing vé 12 thdng da
wmwmwmmmmwwwd
nhanh v ng ké chie ning phél, gidm ddng ke sy kho th vé vige ding
gédm 614 ching. Trong mik glal doan 12 thang, nguy od con kich phat
COPD v nhu cu diu tri b8 sung biing 4 gidm ding
k8. Cong oo sy ci thign ddng ké tinh irang sikc khde,
MmmwwwM&wmmMm
kich phat COPD & q ngudi dang

bénhnhénCOPD)
TORCH 14 mdt nghién i kéo dai 3 nam i gid hiku qud cla SERETIDE
2{éningdy,

501500 50 microgram 2
ifningay, FP Actheler 500 i 1 i dugc trén bl vang do
mwmommm mmmmammm
mwm‘«mmwmmmemmm 4

Trong 3 nam xac susl béh vigm phéi 4 iy ubc tih
14 12,3% & nhdm gid duoc, 13,3% & nhdm ding salmeterdl, 18,3% dnhdm ding
FP v 19,6% & nhom ding SERETIDE (i W nquy cd clia SERETIDE so voi gid
duge: 1,64; 85% CI: 4,33-2,01; p<0,001). Khbng tang vé 8 lugng b vong do
n&nmﬁsdh!mmﬂuliﬁ#cwdﬂyﬁhdnwmm
phi in lugt 4 7 & nhéen gid d 13 dnhém dung FP
v 8 & nhdm dimg SERETIDE. Khing cd mwmwv&mmum
xung (5,1% & nhden gid duge, 5,1% d nhdm i 5.4% g
wwa}%ammmsnmwmﬁmmmw
duc: 1,22, 85% C1:0,87-1,72; p=0,248). T gidp cibc biin of Il bgi i rti bogn
i gidke, i boan xuigng v e boan tryc HPA thi thip v khiing o6 sy khac nhau
e i R b e B
nhém ding salmeterol

Cdchitsedung

SERETIDE chila salmeterol v fluticasane propionale ob cdc oo ché tc dyng
khac nhau. Salmetercl bao v khii cic tiéu ching, fluticasone propionate cii
wmfmgam‘tWMmmMmm WMM
86 thisin tén hon vdi SERETIDE. Co chif 14 hai
oy

Salmeterol:

Salmetercl 1h chilt chil vin thy hé glao chm beta-2 o6 thc dyng chon ke vé ko
i 12 gi) o chushi bl & g it v it ngodi (exo-site) clm therthd.- -
wmmuwmmaﬁwwwmmmuﬁwmm
thétphé quan 40 o qudn 4 i hon, i o
nm&ngﬂ,mvammmmmmmmwmeﬂuw

ik

ol din duti

ngh.

Thil nghiém in vitro cho thiy salmeterol & mit cht dc chd manh va kéo ddi syt
i4i phéng cAc chét trung gian I dulng bao trong phdi ngudi nhu histamine,
leukntrieneva prostaglandinD,.

c ul_h_da“m'- tnﬂ.‘ljj'a
mwwmwwmmmmwmwwﬂummmm
a0 khi t4c dung gi3n phé quin khding con 18 nla. MOt B don salmetercd fam
ﬁmmwmmwuﬁmm.mwﬂmﬁmm

{inudc Whi ling thubo gi ) e chon nglu nhin, vao tiu

mmmmmmmmmmmmmmm
COPD thing thuling ngoai trl corticosteroid dang hit, thusc gién phd qudn tic
mmwwwmmmummmmmm

164 g khdng phai 14 gi ! {nghiaiam
‘séing Ay A cla nd cbn chita 1 ring. © dyng khing viem
cila corticosteroid.

Fluticasone proplonate;
Tei liéu khuysin cdo, fulicasone propionate dang hit of hoat tinh khng vidm

k4 31 hoi diém 3 nam duige xc dinh voi 5t cA binh nhan kf
nigung ding thbic nghign ciu iridc the han. mmrmagmﬁrmuu
moi nglayen nhdn dthés ém 3 nam sildyng SERETIDE 5o wigid duge.

Gdduic | Salmalercl 50 FP500 | SERETIDE 50500
N=1534 Ne 154 N=1534 N= 1533
T ? m% ohin i this S 3 ndm
B ]
(15.2%] {13.5%) [1E0%) (1285}
[ 1,060 QRS
wgdpdengl 73106 | 012N 0,08 7.00)
0,180 0525 0.053
naR o
5500 80 i che inh (Mdngdpdungl  (ATT113) | (06K D0S3) | Khingdo dung
0,261 0007

mhpmmmmzwmmwvawmmumm
Ut thudc.

Eﬂemmmmuwm&nwa&nmmamm
17.5% 50 v nhom g ducic (18 nguy 00 0,825 (95% C1 0,68; 1,00, p=0,052 1t
‘& duge Shu chilnh cho céic phiin tich gid k). Nguy o0 b vong tai batkd thoi didm
naa trong 3 nam gidm 12% & ohdm diing salmeterol 50 voi nhom gid duoc
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i manh tai phil, Im giden tidu ching va con kich phat cla bénh
hen, md khbng o6 téc dung bét Igi ndo dugc nhdn thiy nhu khi ding
corticosteroid loan thin.

Thiing thudng khil nang tift harmane hing ngdy clia v thugng than vin duy
trong khodng binh thung sult quéi inh diéu i dai han i futicasone
propionate hit, ngay ¢4 3 By 64 nghi cao nhat & tné em va ngudi Mn, Sau khi
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Trong md4 nghién ciu bt ehiéo o 68 ching véi gid duge, 86 adnh gid tudng e
gila cac thubc nén 15 A8 tugng khde manh, ding ddng thi saimederol (50
21n Wt mi ngy) v chat Oc chi CYP3A4 1 ketoconazole (400 mg

ds) dua
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SERETIDE o/ duge, 19 gim 19% nguy ca bl vong tai
0t K i Giim o tromg 3 nam. M hinh o higu chich dva e cac yéu 18
quan trgng (finh trang hat thudlc, budl, gidi, khu wiic, FEV, tai thai dim bét ddu
nghin cdu vh chl s8 khéi lugng co thé (BMI)). Khéng cd bling ching cho thiy
ipuqua iéu b Khicnhau do cicydu i ndy.

Tikgp hanti i nhdn b quan dén
mmsuomﬁmsmanmmm 6.9% & nhém
diing FP va4,7% 8 nhém ding SERETIDE.

Nhdm ding SERETIDE cf ti ¥ con kich phét trung binh dén ndng gidm 25% so
wdi nhaien gid duige (85% C1: 18%-31%; p<0,001). Nhém ding SERETIDE ca 11é
con kich phat gidm 12% o vdi nhém ding salmelerol (95% CI; 5%-19%,
p=0,002) v gidm 9% 50 vt shdm ding FP (95% CI: 1%-16%, p=0,024). Nhdm
dimg salmelerol va nhém FP gidm 11 con kich phiit dang k& so vai nhom g
dugc, 1n lugt 1 15% (95% CI: 7%-22%; p<0,001) vh 18% (95% CI: 11%-24%;
p<0,001).
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mdt Ln ulngingay) trong 7 nghy — kel qua I m tang dang kE néng 69
salmeterol huySt hudng (Cmax ting 1,4 18n; AUC tng 15Hn). Khéng tang Bch ity
salmeterol khi ding By Hp sk Co 3 46 tugng it khai vikc s dung ééng thai
salmatarol vi ketoconazole do kéo dai khodng Qe hodc danh tring ngyc vai
nihip xoang nhanh. Trong 12 45 tudng cbn lai, 51 dung Bdng thii salmeteral va
ketoconazols khing gay ra tae ddng o6 § nghia lm sng trén mhip tim, néng &0
kali midu hodc khoding QTc. [xem phin CAnh bdo vé Thin trong v phifn Tuong
thc),
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vi nhOng kihé khan kY thudt rong viéc xac dinh thudc trong huyet tudng do néng
9 hayé tuong & B G6u ) dang hi 8t 18p (Wrodng 200 picogramini hade
théip han). Khi s dyng déu 83n salmeterol xinafoate, cb thé phat hign thify
hydroaynaphEhoic ackd trong hié fudn hodn, dat 104 céc ndng 89 8 trang thai dn
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diing SERETIDE so voi nhdm gid duge 1 -3,1 diém (95% CL: 4,1 déin -2.1;
<0,001), 50 vi nhdm diing salmeterol 14 -2.2 diém (p<0,001) wh 50 vi nhdm
ding FP 13 -1,2diém (p=0,017).
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thidn FEV, (khic bigt trung binh 50 mL, p<0,001 88 v salmeterol vé 44 mL,
1p<0,001 48 i FP),
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Fluticasone proplonate:

Sin kha dyrg byt 86 ela jonate 8ivi mbidung ¢y bt ikl ¢4
Guge ute tinh t e4c 5o sanh nhng d0 ey duge ddng hoc dang hit v dang tigm
fish mach, owmmm ‘sinh Khi dyng tuydt 66 utc tinh cho
fluticasone

tay cdi 0 ddy, phia dudi ciia Sng ngdm.
5. Thdrahétcd dn chiing nibo chn cAm thiy df chiu vé sau &4 dua fing ngdm
v miéng gi0a hal him riing v khép mdi xung quanh nhung khiing cdn

RN R

fngngam.
6. Mgay saukhi bitdéu hitva
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fluticasone propionate Evohaler (5,3%) v salmelercl-fiuticasone propionate
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ddindn dang hitthip han

ra chi i qua phi Hic & nhanh sau 86 ko dai, Lidu hit odn tal sb duge nudl
rihung chl gp phin nhd vao hep thu todn thin vi kh nang haa tan trong nude
kéem v chuyéin hda trudc khi duge haip thy din 88 khal dung theo duting ubing
dud 1%. Khi tang liéu it thi hép thy lodn han cling tng tuydin tinh, Fluticasane
propionats o6 h 54 thanh thil trong huylit tudng cao (1150 mifphit), the tich
phin b Mn tai gial doan 8n dinh (khodng 300 1) vé nia &4 thai rir & giai dogn cuti
ihoding 8 gid. Su gédin vili protein huydt tuong hidng 861 cao (91%). Flutcasone
propionate thii trif réf nhanh ra khdi h tuln hodn, chil yéu dudc chuyén héa
thénh chét chuylin héa acid carboxylic khiing cbn hoat tinh, bi eytochrome

P50 enzyme CYPIM.
4 8 than ca f 8 kchdng daing ki {dudi 0.29%) va it
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nila phi indc khi e lgi cac bude i 3 8n 7.

Sau i, sicmidngbdng nuoc vhnhddi.

Ngay 4p tdc. 4y ndp binh xitkal vo &ing vi . Khi dugc ip ddng, nép s&
Khdlp vaia ding vi trl Néu ndp khding khdp diing vi t, xoay ndp theo chidu
ngusic i va thillgi, Kihving dung Iy qud manh. -

CHU ¥ QUAN TRONG:

Khiing thisc hién cac bude 5, 6 va 7 mit cach vi ving. Bifu quan trong b ban bét

04u hit viro ciing chim cang i ngay trudc khi vain hianh binh xit Hay tp luyin s
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i b chl 55,020, nén c3 & thay thé. Khi b dém

chi 56 000, ban phii thay binh thuli; mai. Lugng thubc con lai trong binh cd thé

ki 80 & cung clip 1 Bbu ding.

Biing bao it o lam thay d8i con 58 tri 140 b0 diém khdi binh kim

loi. B démkhong v cai 63t i vi dugc glin of dinh o binh,
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g iing wditrd, Nhing tré 4n hon hodcnhing ngubitay yéunén gid binh xit
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Ding 6ng thai thuic khdng Lam thay 84 nhng doc tinh lidn quan & lodi trén

aong it

Khting thiéy ob &nh hung Ay tiri khi thit nghidm trén pham vi ring cclodi ddng

Wit phai nhilim hidng gy trong khoding thai gian 2 nam chat ay Khdng chila

CFC, HFA134a 8 nfing 60 dang hai rit caio, vunt xa néng 8 s dyng cho bérh

nhan,

TINH KHONG TUONG THICH
Knbngcd bdocdo.

HANDUNG
24 théng ké il ngay sdn xudt
THAN TRONG DAC BIET KHIBAO QUAN
Bongndp diy ng ngm dit khodl vi ddy vio ding vitr,

SERETIDE EVOHALER DCnén e bio quin dudi 30°C.
Tréinh 8ting kanh va &nh séng mat tri iryc 8p.
Giing nitw phédn 1an cc thudic b dung trong binh dif dp khic, higu qud didy b
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binh jinh ring,
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SERETIDE EVOHALER DC 1 mit hin dich cla saimeterol va fiuicasons
propionate trong chéft ddy khdng o6 CFC HFA 134a. Hin dich ndy duge dyng
trang binh hop kim nhém cd gén van dinh liéw. Binh ndy duoc ip vao trang binh
¥l bling nhyia gin vl 6ng phun v 8ugc Ay bing ndp chéing b, SERETIDE

EVOHALER 0C o4 3 hém lung vé d g trong mtlogi binh, mbi binh cung
€3p 1208duxit

Binh xt 5 gAn b d6m cho bt s6 nhat hubc it cba . 6 thi nhin thdy con s
e mit sauclia by Khdi phét bang i
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Trong mitsé iniding hop, lam i binh xjt & thé 1am bd dém hogt ddng.
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?. L ‘ﬁtcﬁmmﬂ godi, ké ¢4 Sng ngém vio migng 66
xem 08 ¢hd no bjlong ra hay khiing.

3. Lickybinh xit 34 ddm bio clc vl b long ra d8 dugc logi bé vk cdc thinh
‘phéin thudc trong bink xi duge trdn déu,

4. Gill binh xit thing ting gita ngdn tay ci var cAc ngdn khic, vk vi i notn

Vi sinhbinh it

Nénkam sach binh st cdaban it ahStm{tidn mottusin.
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khan gifly kho,

4. Biyndp Sag ngam vio ding vi tri. KN duge Iép dung, ndp Gog ngdm s&
Khdp vio ding vi ti. Néu ndp khing khop ding vi tr, xoay ndp theo chidu

nguiiclal vathillal. Khdng quamanh.
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