Rx
SERETIDE® EVOHALER® DC

Salmeterol/ Fluticasone propionate

Thudc ban theo don

TRINHBAY

M®i liéu xit SERETIDE EVOHALER DC cung cdp: Salmeterol xinafoate tudng
dudng 25 microgram salmeterol va 50, 125 hoéic 250 microgram fluticasone
propionate,

Dang bao ché: Héndich hit qua duding migng (dang phun suong).

Quy cdch ddng goi: MBi binh xit o6 gan b d8m cung cdp 120 liduxit

Té duge: HFA 134a.

CHIBINH

Hen (Bénh téc nghén dudng din khi cé hdi phuc)

SERETIDE dudc chi dinh trang diéu tri thuéing xuyén bénh hen (bénh tAc nghén

duding dén khi c6 hdi phuc), bao gdm hen phé quan & ngudiIon va ré em i1 4 tudi

trdlén. Bao gom:

e Bénh nhan khong dudc kiém sodt ddy di bAng corticosteroid xit va thufc chi
van beta, t&c dung ngén “khi cAn’”.

« Bénh nhan vin c6 triéu chiing khi dang diéu tri bing corticosteroid dang hit.

<. Bénh nhan dang dugc kiém soat higu qua vdi liéu duy tri corticosteroid xit va
thudic chil vén beta, téc dyng kéo dai,

Bénh phdi tic nghén man tinh (COPD)

SERETIDE duge chi dinh 48 diéu tri duy tr thc nghin duting dAn khi va giam cn

kich phét & bénh nhan bénh phdi tc nghén man tinh (COPD) va da dude ching

minh fam giam 4 & t vong do moinguyén nhan.

LIEU LUGNG VA CACHDUNG

SERETIDE EVOHALER DC chidiing dé hitqua duting miéng.

Cén cho bénh nhan biét ring phai dung SERETIDE EVOHALER DC thudng
Xuyén dé dat dugc lgi ich t6i Ly, ngay ca khi khng c6 triéu ching.

Bénh nhan can dugec bac sTkham lai déu dan dé ham lugng SERET) 1DE mé bénh
nhan dang diing ludn 116 vu va chi thay ddi theo 18 khuyén clia béc si.

Hen (Bénh tdc nghén duéng dén khi cé héi phuc)

Nén diéu chinh d&n liéu th&p nh&t ma vin duy trl dugc viéc kiém sodt triéu ching
cd hiéu qua. Khi viéc kim sodt triéu chiing dugc duy tri  liéu SERETIDE hailén
mdi ngay; viéc diéu chinh dén liéu thdp nhat c6 higu qua cd thé 1a SERETIDE 1
1&n mingay.

Nén cho bénh nhén ding dang SERETIDE cé ham lugng fluticasone propionate
phii hdpvdi mic 48 nang cla bénh.

N&u bénh nhan khéng dugc kiém soat ddy dl voi trj lidu corticosteroid hit don
thudn, thi viéc didu tri thay thé bAng SERETIDE véi lidu corticosteroid tudng
dudng v& mat diéu tri c6 thé mang lai syt c2i thién trong kiém soat hen, & nhitng
bénh nh&n ma viéc dlng corticosteroid hit don thun 6 c6 thé kiém soat hen,
diéu tri thay thé bang SERETIDE c6 thé gidm liéu corticosteroid ma van duy tri
duge kiém soat hen. Tham khéo phén "Dugc lc hoc” dé biét nhang théng tin chi
tiéthon.

Liéu dé nghj

Nagudildn vé thanh thigu nién ti 12 tuditrd fén:

Hai nhat xit loai 25 microgram' salmeterol va 50 microgram fluticasone
propionate, hail4n m&i ngay.

Hosc

Hai nhat xit loai 25 microgram salmeterol va 125 microgram fluticasone
propionate, haildn méingay.

Hozc

Hai nhat xit loai 25 microgram salmeterol va 250 microgram fluticasone
propionate, haildn m&ingay.

Liu18ida khuyén cdo cho ngudilén va ré em trén 12 tu6i 14 500/50, 2 14ningay.
Tré it 4 tudi trd lén:

Hai nhét xit loai 25 microgram saimeterol va 50 microgram fluticasone
propionate, hai ldn mdingay.

Liéu t6i da cho phép cla Fluticasone chotré emla 100 meg, 214n/ngay.

Khong c6 5 iéu v sil dung SERETIDE 8 ré em dudi4 tudi

Bénh phdi tAc ngh&n man tinh (COPD)

Liéu khuyén ding cho ngudi I6n & hai phat xit 25/125 microgram dén 25/250
microgram salmeteral/fiuticasone propionate hai I&n méi ngay. Tai lidu ding
50/500 microgram hai I4n mdi ngay, SERETIDE Accubaler/Diskus 0 dudc
chiing minh am gidm 11 18 tif vang do moi nguy&n nhan (xem phan Céc nghién
cuu f4m séng).

Céc nhém bénh nhéan déc bigt

Khéng c4n diu chinhiéu cho bnhnhan cao tudi hoc bénh nhan suy than hoc
suygan.

CHONG CHiBINH
Chding chi dinh SERETIDE cho bénh nhén co fién sif qué man voi bitu:rthanh
phén ndo clia thuéc.

CANHBAO VA THAN TRONG

SERETIDE EVOHALER DC khong phai I thuc diing dé gidm trigu ching cp
tinh, trong truting hglp nay cAn diing mt thutic gian phé quén téc dung nhanh va
ngdn (vi du salbutamol). Nén khuyén bénh nhan phai ludn c6 sn thuéc gidm
trigu ching bén minh.

Viéc tang st dung thudc gidn phé quan téc dung ngdn dé gidm trigu ching cho
thay viéc kiém soat bénh x&u di va bé&nh nhan nén dudc khdm lai.

Kiém sodt hen x4u di @t ngdt va tang dén 12 nguy cd de doa mang sdng va bénh

nhén cén dudc bac sTkham lai, CAn xem xét dén viéc tang liéu corticosteroid.
Bénhnhén cting nén dugc kham lai khiliéu SERETIDE dang dung khdng dl kiém
s0dt bénh hen.

Khdng nén ngiing viéc diéu tri bing SERETIDE mét cAch dot ngdt & bénh nhan
hen do nguy ca bj can kich phat, viéc gidm liéu dung nén thyc hién dudi sy gidm
sét clia béc sT. DGi voi bénh nhan COPD, ngiing diéu tr c6 thé gay mat b c6 tridu
chilng va nén dudc bac sTtheo dai.

Co sy gia tang bao cao vé viém phdi trong cac nghién cdu vdi bénh nhan COPD
diing SERETIDE (xem phén Tdc dung khdng mong mudn), Céc béc sTnén than,
trong vé kha nang xdy ra viém phéi & nhiing bénh nhan COPD vi céc déu higu.
tréin 14m sang clia viém phdiva can kich phat thuting triing I4p.

Cling nhu moi thuic hit chia corticosteroid, nén than trong khi dung SERETIDE
8 bénh nhén bjlao phdithé hoat dgng hoacthé yén 1ang.

Nén diing SERETIDE thén trong & bénh nhén binhiém dac gidp.

Céc tac dung trén tim mach nhu tng huy&t 4p tdm thu va tang nhip tim doi khi cd
thé gép vdi t4t ca cac thudec gibng giao cam, dac biét 12 khi ding lidu cao hdn liéu
diéu tri. V1 Iy do ny, nén than trong khi diing SERETIDE cho nhiing bénh nhan
8 bi bénh tim mach trudc dd.

Cé thé co giam thoéng qua ndng a0 kali huyét thanh khi dung thufic giéng giao
c&m vdiliéu cao hon liéu didu tri. Do vay, nén thén trong khi diing SERETIDE cho
nhiing bénh nhan d& cd kha nang ha ndng dd kali huyét thanh.
Técdungtuénﬂ‘ﬂneﬂﬂmé:éymvdhﬂtulcorﬁcosmd hit nao, dae biét khi
dung liéu cao trong thdi gian déi; nhiing tc dyng nay It xay ra hon nhidu so véi'
corticosteroid duding using (xem phsin Qué iéu). Tac dung toén than c6 thé bao
g6m hoi chiing Cushing, e4¢ d&u higu Cushing, Uc ché tuyn thudng thén, cham
tAng trudng & tré em va thanh thigu nién, gidm mat & khodng xuong, duc thiy
tinhthé va bénh gldcam.

Vi thé, d6i voi bénh nhén hen, didu quan trong la diéu chinh liéu corticosteroid hit
8 liu thip nh&t ma vn duy tn duge kiém sodt bnh mat cach higu qua.
Cén'ludn luén nghl d&n kha nang suy gidm dép ting thidng than trong nhiing
triidng hop c&p culu vA mdt s6 finh hudng nhat dink c6 thé gay ra stress va can
nhéc diél tri bang corticosteroid thich hop (xem phan Qud fiu).

Khuyén cdo nén kiém tra thuding xuyén chiéu cao clia tré khi diéu tri kéo dai bng
corticosteroid hit

Vi c6 khé nang dép Ung thudng than suy gidm, nén.cén dac bigt than trong khi,
chuyén bénh nhan i diu tr steroid udng sang diéu In fluticasone propionate hit,
vé cén kiém tra chic nang v tuyén thugng than thuting xuyén.

Theo nhang chi dén vé fluticasone proplonate hit, viée ngiing diu tri to4n thén
cén thic hién tiftif va bénh nhan nén duge khuyén khich mang theo tim thé canh
bao steroid trong @6 chi 16 c6 thé cAn diéu tri b8 sung trong nhiing thai gian bi
stress.

D4 c6 béo cdo vé ting ndng d duting huy&t, du higm gap (xem phan Tée dung
khéng mong muGn) va digu nay nén dugc xem xét dén khi ké toa cho benh nhan
06 tién sif bl ddi théo duting.

Trong quétrinh i dung sau khi thudc duge luiu hanh, cd cacbdo cdo vétuang tac
thufc ¢d § nghia lam sang trén nhiing bénh nhan diing fluticasone propionate va
ritonavir, dén dén cac téc dung toan than cla corticosterold bao gbm héi ehing
Cushing va Uc ché tuyén thilgng than. Do vay, nén tranh ding déng thoi
fiuticasone propionate va ritonavir, trif khi Igi ich clia b&nh nhan vugt trdi nguy cd
bj céc téc dung phu todn than cla corticosteroid (xem phén Tudng téc).

Céc di ligu ti mot nghién cdu 16n tai My (SMART) so sanh tinh an toan cla
SEREVENT (salmeterol - mdt thanh phan cla SERETIDE) hoac gia dugc dude
thém véo trong liéu phép thudng diing, da cho théy it vong cd lién quan dén hen
tang lén déng ké 8 nhiing bénh nhén st dung SEREVENT, Da liéu tif nghién cilu
nay da ggi ¥ réing nhiing bénh nhan M§ géic Phi cd nguy cd Idn han bi céc biéhn o8
nghiém trong lién quan dén duding hd hip hoac tl vong khi ding SEREVENT so
véi gia duge. VAn chua bigtliu diéu nay |4 do céc ydu 16 dudc di truyén hay cic
y&u 16 khac. Nghién ciu SMART khéng phai dugc thiét ké dé xac dinh lidu ring
viéc sl dung déing thdi corticosteroid dang hit c6 lam thay a8i nguy ed il vong cd
ién quan d&n hen hay khibng (xem phan Cac nghién cuu lém sang).

DA quan st théy trong mdt nghién ctu vé tudng tac thudc viéc diing déng théi
ketoconazole dudng toan than lam tang néng dd SEREVENT (salmeterol), Diéu
nay dén tdi kéo dai khodng QTc. Nén than trong khi diing k&t hop thudic do'ché:
manh CYP3A4 (vi du ketoconazole) voi SEREVENT (salmetercl) (xem phﬂn
Tutdng tac va Duge ddng hoc).

Nhu nhing thudc hit khac, co that phé quan nghich Iy cd thé xust hién vdi finh
trang khd khé gia tang ngay sau khi hit. Khi @6 nén diéu tri ngay I&p tic bing
thudc gidn phé quan dang hit tic dung nhanh v& ngdn. Nén ngling diéu tri
Salmeterol-Fluticasone Propionate Accuhaler hay Evohaler ngay; bénh nhén
nén dugc danh gid va thay thé phiong phap diéu tri néu.cén thiét (xem Tde dung
khéng mong muéhn).

Da cd bdo cdo vé tac dung khdng meng mudn dudc Iy cla diéu tri bAng chét chi
vén beta-2, nhu run, danh tréng nguc chi quan va dau dau, nhung co xu hudng
thoang qua va gidm khi diéu tr thudng xuyén (xem Téc dung khding mong mudn),
TUONG TAC

N&n trénh st dung ca thulic dc ché beta chon loc va khong chen loc trit khi cd Iy
dobatbube.

Trong nhiing diéu kign binh thuting, do chuyén hda budc d&u khé nhiéu vé thanh
thai toan than cao qua trung gian cytochrome P450 3A4 tai rudt va gannénnfng’
ab fluticasone propionate trong huy&t tudng dat dudc thap sau liéu hit Do'd6 it
gap cAc tudng téc thuic co ¥ nghla trén Iam sang qua trung glan fluticasone
propionate.

M@t nghién cuu vé tuong tac thudc & nhing ngudi khde manh cho thy ring
ritonavir (chAt tc ché& manh cytochrome P450 3A4) ¢4 thé gay tang cao néng d&
fluticasone propionate trong huyét tudng, k&t qua 12 oAy gidm dang ké néng dd
cortisol trong huyét thanh. Trong thdi gian st dung thufic sau khi thubc dude Iuu
hanh, da cé bao céo vé tudng téc thudc co y nghfa trén 1&m sang d nhidng bénh
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nhén diing fluticasone propionate hit qua dudng mGi hosc miéng va ritonavir dén
@én tac dung toan than ca corticosteroid bao gdm hai ching Cushing vé dc ché
— thugng thén. Do d6 nén trénh dung dng thdi fluticasone propionate va ritonavir
. trirkhigi fch diutrj vuit tréi nguy 60 tac dung phu toan than cla corticosteroid.
- (4c nghién cliu cho théy rédng edc chét te ché Cytochrome P450 344 khac lam
- tlng khong déng ké (erythromycin) va tang nhe (ketoconazole) néng o
fluticasone propionate toan than ma khéng lam giam dang ké néng dd cortisol
trong huytthanh. Tuy nhién, nén thén trong khi sl dung két hop cdc chit de ché
manh Cytochrome P450 3A4 (nhu ketoconazole) do kha' néng tang néng d6
fluticasone propionate toan than.
Viée ding déng thdi ketoconazole v salmeterol [am tang déng ké ndng do
salmeterol trong huy&t tudng (Cmax tang 1,418n va AUC ting 1514n) va diéu nay
6 thé gay kéo dai khoang QTe (xem phén Cénh bdo va Thén trong va phan
Duge ddng hoc).

THAIKY VACHOCONBU

Chi nén can nhéc ding SERETIDE cho thai phu vé ngudii me.dang l:ho con bt
néu Igi ich cho nguéi me I6n han bét ¢l nguy cd néo ¢6 thé xéy ra.cho thai hodc
tré,

Khong dii kinh nghiém vé s dung salmeterol xinafoate va fluticasone propionate
& ngudi trong qua trinh mang thai va cho con bu.

Nghién cuu doc tinh d6i vdi kha nang sinh sdn & ddng vat, vai dan trj lidu hay tri
ligu két hip, déu cho théy téc dung di vOi phoi thai c6 thé xay ra ¢ liéu toan than
réit cao clia chét chil van thy thé giao cam beta-2 mgmvégluowotﬂwmmld.
Kinh.nghigm |am sang rong réi vi thufic thudc nhém nay khéng cho théy bt ed
béing chiing n&o vé céc téc dung cia thudc o4 tudng quan voi cac liéu didu . Ca
salmeterol xinafoate |An fluticasone propionate déu khéng cho théy bt ci kha
nang gy dc tinh di truyén nao.

Néng d& salmeterol va fluticasane propienate trong huy!ltmngsauldﬂ hﬂlpéu
diéu trj rdt thap va do vay ndng dé trong sia ngudi cd kha néng cling thép tudng
(ing, Diéu nay dugc ching minh trong nhiing nghién cuu trén ddng vat dang cho
con b, trong d6 xac dinh dugc néng A8 thudc trong sda I4 th&p. Khéng cé s liéu
trong slia nguéi,

ANHHUGNG LEN KHANANG LAIXE VA VAN HANHMAY MOC
Khéng cd nghién cuu riéng biét vé tac dung cla SERETIDE 1én céc hoat ‘dong
trén, nhung dugc Iy hoc clia c& hai dugc chatnay khong chiradnh hudng naoca.

TAC DUNG KHONG MONG MUGN

Céc tacdung khdng mong mudn lién quan tdi céc thanh phén riéng ré, ;alrnehaml
xinafoate va fluticasone propionate, dudc liét ké dudi day. Khing c6 thém tdc
dung khéing mong mudn dugc cho 1a do thudic phéi hop khi so vdi hé so téc dung
khéng mong mudn clia cécthéanh phdn riéng ré.

Céc tac dung khdng mong mudn dudc ligt k& dudi day theo hé co quan va tén

sudt T4n sudt dugc dinh nghia nhu sau: rét phd bign (21/10), phé bin (21/100
dén <110}, khong-phd bign-(=1/1000 dén <1/100}: hiém (=1/10.000dén
<1/1000) v& rt hidm (<1/10.000). Phén In tAn sudt duge xéc dinh i d0 iéu gop
thilnghiém i4m séing tif 23 nghién cilu hen v 7 nghién cuiuCOPD: Khong phai At
cé cac bién c8 déu dugc béo céo trong cac thl nghiém 1am sang. Vi nhilng bién
off nay, t4n suat dudc tinh dua trén difiéu y phat

Dliéu thitnghiém fam sang

Nhiém triing va nhiém ky sinh triing

Phé bign: Nhigm ndm candida miéng va hong, viém phdi (6 bénh
nhén méc bénh phdi tc nghén man tinh - COPD):

Hiém: Nhi&m ném candida thuc quan,

Réilogn hé mién dich

Phan ting qua mén:

Kt\dngph&ﬁén Phén dng qué mAn trén da, khé thd.
Phén ting phdn vé.

Rd?lom néitiét

Céctéc dong toan than co thé bao gdm (xem Cénh bdové Thén trong):

Khéngphébién:  Bucthlytinhthé

Hiém: Tangnhén ap (glaucoma)

Rélloan chuyén hda va dinh dung

Khongph8 bién:  Tang dudng huyt

Réi loan tim thén

Khongphdbién:  Lol4ng, riloan gidc ngd. 0

Higm: Thay ddi hanh vi, bao gém tang hoat dong va khhﬂid![ehl)
y&udtré em)

Réiloan hé thén kinh

Rét phd bién: Bau dau (xem Canh bdo vé Thén trong).

Khéngphdbién:  Run (xem Cénh bdo va Thén trong).

Réi logn tim

Khéngphdbién:  Danh tring nguc (xem Cénh bdo va Thén !rpng} nhip tim
nhanh, rung nhi.

Higém: Loan nhip tim bao gém nhip nhanh trén that va ngoai tam
thu,

Réi loan hé hap, I6ng nguc va trung thét

Phd bién: Khan giong/khan tiéng.

Khangphdbign:  Kich Ung hong. '

Réiloan da va mé dudi da

Khongphdbién:  Vétthamtim.

Réi loan co xudng va mé lién két

Phd bién: Chudtrit, dau khdp.

Diligu sau khiluu hanh thuée

Réiloan hé mién dich

Céc phan Ung qua mAn biéu hién dudi dang:

Hiém; Phit mach (chil y8u phis mat va miéng hAu) va co thét phé
quan.

Réiloan nitiét

GGWGWWMn cothé bao gém (xem Génhbéo va Thantrong): -

Higm: | i ching Custing, & du i Cushig, o ohé iong
than, cham Idn & tré em va Ihanh thi€u nién, giam mat a0
khoang xuang..) 1 11()

Réi loan hé hap, Iéng ngu'c va trung that

Higm: Cothétphé quan nghich Iy (xem Canhbdo va Théntrong)

Théng béo cho béc sy nhing téc dung khéng mong muén gép phai khi

diing thuéc.

Fhongknhfenwvéquﬂﬂu SEREHDE mwmﬂuhmma
propionate dugc trinh bay dudi day.

DA&u higu va triéu ching qu4 liéu salmeterol 14 d4u hiéu dién hinh cda kich thich
qua muc beta-2 adrenergic, bao gém run, dauddu, nhip tim nhanh, tang huyétap
tAm thu va ha kali huy&t Khéng cé diéu tri dac hiéu cho qué liéu salmeterol va
fluticasone propionate. Néu qua liéu xay ra, bénh nhan nén dugc diéu tri hb trg
vdi sy theo dai thich hgp néu cén. Khi hit qua li8u fluticasone propionate cAp tinh
cothé din dén de ché tam thas truc hel 46-yén yén-thudng than. Thudng khong
cé?mﬂfkh&n cépdo chic nangtuyénmuqng mantrava binh mllimg‘h'ongvél
ngay.

Néu hit SERETIDE véi liéu cao han liu cho phép trong thési gian dai o6 thé gay dc
chié dang k& V6 tuyén thuong théin. Hiém 6 bao oo vé can thuong than cdp, chi
y&u xut hién @ tré dung liéu cao han liéu cho phép trong thei gian dal (nhiéu
thang hoac nhidu néim); nhiing biéu hién quan sat thdy bao gém ha glucose méau
di késm vl gidm ¥ fhide vamhoac co giat Céc inh hudng cb thé gay khdi phét can
thugng than cdp bao gdm chén thudng, phliu thuat, nhi&m khuiin hodc bt ki sy
giam nhanh liéu hit clia fluticasone propionate. !
NénkhwénbmhnhanmngnendﬁngSEREﬂDEvﬂli&maohcnléum
phép. Vigc kiém tra thuding kuyén liéu diéu tr va giam liéu xudng dén liéu thép
nhét cho phép mé van duy trl kiém So&t bénh motcach higu quéa’ rﬁtquan trong:
(xem Liéu lugng v cdch ding).

CACDACTINHDUGCLY L o
pugeLyc Hoc 0
Thitnghiém iam sang v6i ssnsvemtnlmtmn
Hen L .
SMART (Salmeterol Mulf-Center Asthma Réafch Trial) 13 mt nghién i 16n
& My s sénh tinh an toan cla SEREVENT (salmeterol) hoac gia dugc duge b8
sing vao fi&uphap théng thudng, Khong c6 s khéc biét déng ké vé iéu chichink
|4 58 Iugng tng hop cc ca it vong hodc de doa inh mang lién quan dén hd hdp.
Nghién cil cho thay c6 sy tang déng ké s6 ca tirvong dohen & bénh nhan didu tri
bing SEREVENT (salmeterol) (13 bénh nhan i vong trong s& 13,176 bénh
rhan diéu rj 28 1dn béing SEREVENT (salmeterol) so véi 3 bénh nhan 1l vong
trong s6 13.179 bénh nhan dung i dugc). Nghién ol khong nhamdanh gid.
&k huBng elia vide sl dung déng this corticosteroid Kt Tuy nhién, ¢Ac phan tich
post-hoc chio thdy khang c6 sy khae biét déng k& gida cdc nhdm didu tri vé sd
ugng 1 vong lién quan d&r hen & ihing bénh rihan s dung steroid hit khi bat
dau'nghién clu (4/6127 8 nhom ding SEREVENT (salmeterol) so vi 3/6138 &
nhdm gid dugc). S8 catil vong lién quan dén hen & nhidm khéing sif dung steroid
it 12 /7049 & nihom diing SEREVENT (salmeterol) 50 vdi 0/7041 8 nhém diing
gia dudc. Han nda, mét phan tich gbp (meta-analysis) tir42 nghién clu lam sang
g6m 8030 bénh nhén ding SERETIDE va 7925 bénh nhén diing FLIXOTIDE chol
thdy khaing co khdc biét vé mat théng k& ddi voi cde bisn o ho h&p nghiém trong
hay nhapviénliénquan dén hen gida SERETIDE va FLD(OTJDE
Thif nghiém|am sang véi SERETIDE 1
Hen :
M@t righién cif6n frong 12 thang (Dat kiém soat hien 16i uu, GOAL) 83418 bénh
nhén hen so sanh tinh hidu qua vé tinh an toan clia SERETIDE vdi dan tr lidu
dung corticosteroid dang hit trang viéc dat dudc nhiing muc dd kiém soét hen
duige xde dinh trude do. Diéu tritang ting budc méi 12 tuéin cho dén khi dat dudc
"Kiém soat triét dé™ hoac dung dén liéu thudc nghién ediu cao nhét C4n duy i
kiém sodt it nhat 7 trong s6 & tudn diéu 't sau ciing. Nghién ciiu nay 6a chi ra
rang:
o' 719 bénh nhan didu tri bang SERETIDE dat dugc 'Kiém soét hen tt" so vdi
59% bénh nhén & nhém diéu tri bAng don tri lidu corticosteroid dang hit
e 41% b#nh nhan diéu fri bAng SERETIDE dat duice 'Kiém soat hen trigt dé*
50 vdi 28% bénh nhén & nhém didu td bang don tr Ibeu corticosteroid dang
hit
Ba quan sat iy cae higu qua nay &' SEREI.'DEsﬂm hmwvdioorﬁmaterold
danghitdontriliuva tailiéu corticosteroid dang hitthdphan.
Nghiénedu GOAL cing chira rang: :
o Ty 1& con kich phét ki ding SERETIDE 1 thap hon 20% so vl diéu i bAng
don trj liéu corticosteroid dang hit.

o Viéc dat dugc 'Kiém sodt hen t6t va 'Kiém soét hen tridt 68 gidp Al thién

Jehat lugng cubic s8ng. 61% bénh nhan 03 bdo cdo rét it hosc khong bi suy
gidm chét lugng cudc sdng, dudc dénh gid blng céc cau hdi vé chét lugng
cude sdng chuyén bigt cho bénh hen, sau khi diéu tri béng SERETIDE so voi
8% tai thoi didm ban déu.

*Kiém soét hen tdt: < 2 ngay oé diém triéu ching Idn hdﬂ 1 (diém trigu chung 1

dugc dinh nghfa | 'céc trigu ching cho mét thdi gian ngén trong ngay'), ding
SABA trong < 2 ngay va <4 1dn/tuan, luu lugng thé ra dinh vao budiséng ldnhon
hosc bAng 80% mdc dif dodn kém theo khéng thifc giéic vao ban dém; khéng ¢6
conkich phét va khdng c6 tac dung phu phai thay d8i r liéu.
“Kiém sodt hen triét dé: khdng ebn trigl chifng, khdng phai st dung SABA, luu
Iugng thd ra dinh véo budi séng ldn hon hoc bAing 80% mulc dy dodn, khang thilc
gificvaobandém, nrmngaoaamcn ph&tvaangnétacdmg pmplﬁl thay d8i
tri 1|e|.|

2000000002149



Hai nghién ciiu thém nlla 44 cho th&y su i thién chic nang phéi, ty 1& phén trém
cac ngay khong cd friéu ching va gidm sl dung thubc clp cdu, tai liéu
corticosteroid dang hit clla SERETIDE th&p hdn 60% so vdi diéu tri bang don tri
ligu corticosteroid dang hit, trong khi viéc kidm soat nén viém dudng ho hép vén
duidc duy i, vi viec danh gia béng sinh thiét phé quén va rila phé quan ph& nang.
Céc nghién ctiu bd sung 84 chira réing diéu tri bAng SERETIDE cdithién 4ng ké
cactriéu ching hen, chiic nang phéi va gidm st dung thubic cp clu so vdi didu tri
béng cc thudc riéng 1é va gia dugc. Két qua tif nghién ciiu GOAL chira réng cdc
wmmwmmmngmmmfmmm
tiftnh&t 12thang.

COPD

Cac bénh nhén bj COPD 6 trigu ching ma khd ndng héi phuc vdi thubic chd vén
beta-2tde dung ngdnkhbng bj han ché 8 10%:

Céc thif nghiém Iam sang c6 ddi chiing vai gia dugc frong 6 thang da chira réng
viéc st dung thudng xuyén c& SERETIDE 50/250 va 50/500 microgram gitip cai
thién nhanh va déng ké chiic nang phéi, gidm déng ké sukho thd v viéc ding
thudc gidm triéu chiing. Cting c6 su cdithién déng ké finh trang stic khoe.

Cdc bénh nhén COPD o6 triéu chiing dugic chiing minh 14 c6 dudi 10% khé nang
héiphue vdi thude chd vén beta-2tac dung ngén:

Céc thif nghiém 4m sang 6 ddi chiing vdi gid dudc trong 6 théng va 12 thdng da
chi ra rang vige st dung thuing xuyén SERETIDE 50/500 microgram giup cai
thign nhanh va dang ké chilc néing phéi, gidm dang ké sy khd thd va viée dung
thudic giam tridu chung. Trong mét gial doan 12 théng, nguy cd cdn kich phat
COPD va nhu c4u diéu tri bd sung bang corticosteroid duting udng da gidm déng
k8. Cang ¢t su ci thién dang ké tinh trang stic khoe.

SERETIDE 50/500 microgram dat hiéu qua trong cai thién chic nang phéi, tinh
trang sic khde va gidm nguy cd céc can kich phat COPD 4 ca nhing ngudi dang
vadamnghutmuac

Mﬂm

TORCH la mét nghién ctu kéo dai 3 nam ddnh gid hiéu qua ctia SERETIDE
Accuhaler 50/500 microgram 2 Idn/ngay, salmeterol Accuhaler 50 microgram 2
|Aningay, FP Accuhaler 500 microgram 2 I&n/ngay hodc gia dudc trén tdvong do
moi nguyén nhan d bénh nhan COPD. Bénh nhan COPD miic 4§ trung binh dén
nang c6 FEV, < 60% mic dif dodn binh thuing & thi diém bat d&u nghién ciu
(truc khi diing thuéic gian phé quan) dugc chon ng&u nhién, vao diéu trj mi doi.
Trong qua trinh nghién cdu, bénh nhan duge phép ding céc liéu phap diéu frj
COPD théng thuding ngoai trix corticosteroid dang hit, thudc gian phé quéan tac
dung kéo dai va corticosteroid toan than kéo dai. Tinh trang séng con clia bénh
nhén tai thdi diém 3 nam dugc xac dinh véi tat ca bénh nhén k& ca bénh nhan da
ngung diing thudc nghién cuu trudc thdii han. Tiéu chi chinh 1a gidm t vong do
moi nguyén nhan & thdi diém 3 nemaadung SERETIDE sovdi gia dugc.

’ FRS00 | SERETIOE 50/500

N=1524 n=1521 N=1534 N= 1533

Til vong da mol nguy&n nhan tai thél diém 3 nam

L_%ca i vong (%) 231 205 246 193
(15,2%) (13,5%) (16,0%) (12.6%)

T 18 nguy cd 5o vai - [ 0,878 1,060 0825,

Gid duge (Cls) Khong dp.dung| - (0,73;1,08) | (0.89;1,27) {0,68; 1,00)

Gid i p 0,180 0,525 0,052'

T1 18 nguy co Si 0,932 0,774

501500 50 v cdc thanh |Khong dpdung|  (0.77:1,13) | (064:093) | Khong dpdung

phin (Cls) 0481 0,007

Gidtrp

' Gié trj P duge diéu chinh trong 2 phan tich gilia ki vé so sanh hiéu qua chinh véi
mét phén tich log-rank phan tdng theo finh trang hot thudc.

SERETIDE gidm nguy co tif vong tai bét ki thai diém nao trong 3 nam xudng
17,5% so véi nhom gi duoc (18 nguy cd 0,825 (95% CI 0,68; 1,00: p=0,052: tt
¢4 dudc diéu chinh cho céc phan tich gida ky). Nguy od i vong tai bat ki thi diém
n&o trong 3 nam gidm 12% o nhém ding salmeterol so vai nhom gid dudc
(p=0,180) vatang 6% & nhdm diing FP so vdi nhdm gid dude (p=0,525). .
Mot phén tich hé trd diing mé hinh héi qui Cox (Cox's Proportional Hazards) dua
ra fi 1& nguy cd la 0,811 (95% CI 0,670; 0,982; p=0,031) cho nhém ding
SERETIDE so vdi nhém gid dugc, thé hién mitc dé gidm 19% nguy,co tl vong tai
bt ki thii diém nao trong 3 nam. Mb hinh dugc hiéu chinh dya trén cdc yéu t6
quan trong (tinh trang hut thudc, tudi, gidi, khu vyc, FEV, tai théi diém bat ddu
nghién ctu va chi s8 khdi lugng ca thé (BMI)). Khong c6 béing chilng cho thy
hiéu qué diéu tri khac nhau do céc yéu td ny.

Ti1& ph&n tram b&nh nhan tlf vong trong 3 nam do cac nguyén nhan lién quan dén
COPD la 6,0% & nhém gi duge, 6,1% & nhdm dung salmeterol, 6,9% d nhém
ding FP va 4,7% d nhémdung SERETIDE.

Nhém diing SERETIDE c6 ti I con kich phat trung binh dén néing giam 25% so
vdi nhom gid dugc (95% Cl: 19%-31%; p<0,001). Nhém diing SERETIDE c6 i 18
con kich phat gidm 12% so véi nhom dung saimeterol (95% Cl: 5%-19%,
p=0,002) va giam 9% so vdi nhom diing FP (95% Cl; 1%-16%, p=0,024). Nhom
diing salmeterol va nhém FP gidm tl 1& con kich phat déng ké so vdi nhém gid
dudgc, I&n ugt 1 15% (95% CI: 7%-22%; p<0,001) va 18% (95% CI: 11%-24%;
p<0,001).

Chét ludng cufc s8ng lin quan dén suc khde, duge danh gid theo BG cau hdi vé
ho hép clia St George (SGRQ), cho théy ¢ su cai thién clia 14t ca cac nhém didu
tri thudic so véi nhém gia dugc. Sy cai thién trung binh trong 3 nam cla nhém
ding SERETIDE so vdi nhém gia duge 1 -3,1 diém (95% CI: 4,1 dén -2,1;
p<0,001), so véi nhom diing salmeterol 14 -2,2 diém (p<0,001) v& so véi nhém
dung FP14-1,2 diém (p=0,017),

Trong 3 nam diéu trj, gid tri FEV, & nhiing ddi tugng diéu tri bAng SERETIDE cao
hon so vdi nhdm gia duge (khac biét trung binh trong 3 nam 13 92 mL, 95% CI. 75-
108 mL; p<0,001). SERETIDE c6 hiéu qua hon salmeterol ho&c FP trang viéc cai
thién FEV, (khdc biét trung binh 50 mL, p<0,001 d8i véi salmeterol va 44 mL,
p<0,001 ddivaiFP).

Trong 3nam xdc suat bénh viém phdi dugc bae cdo nhu 12 tée dung phy udc tinh
18 12,3% & nhdm gié dugc, 13,3% & nhom diing salmeterol, 18,3% & nhém diing
FP 4 19,6% & nhom diing SERETIDE (1 1& nguy co clia SERETIDE so vdi gia
duige: 1,84; 95% CI: 1,33-2,01: p<0,001). Knng tang vé s8 lugng tf vong do
viém phéi; s tif vong trong diéu trf dudc quy chi y8u 1 do nguyén nhan viém
phdi 4nlugt 1 7 d nhém gid dudc, 8 & nhdm diing salmeterol, 13 & nhém tiing FP
va 8 & nhém ding SERETIDE, Khoing cd khac biét déng ké vé xéc suit bi gay
xudng (5,1% & nhom gia duge, 5,1% & nhém dilng salmeterol, 5,4% & nhom diing
FP'va 6,3% & nhom ding SERETIDE; 1118 nguy o0 clia SERETIDE so vdi gid
dudc: 1,22; 95% Cl: 0,87-1,72: p=0,248). T118 gap céc bién & bét loi vé rdi loan
thi gidc, i loan xuong va réi loan truc HPA thi thép va khang co su khéc nhau
gilia cc nhm. Khiing o6 bing chiing vé tang cAc bign ¢6 bt lgi trén tim gida c4c
nhom diing saimeterol

Cdchétcdung

SERETIDE chia saimeterol va fluticasone propionate c6 céc co ché tac dung
khac nhau. Salmeterol bo vé khéi cac tridu ching, fiuticasone propionate cai
thién chiic nang phéi va phong ngiia cdn kich phét clia bénh, Bénh nhén dang
diéu tri d6ng thai bang chat chil van beta va corticosteroid hit cd thé c6 mdt phac
@6 thuan tién hon véi SERETIDE. Co ché tac dung cdia hai chét dudc noi dén dudi
day:

Salmeterol:

Salmeterol 14 ch&t chii vén thy thé giao cim beta-2 c6 tc dung chon loc vé kéo
dai (12 gits) cd chudi bén dai gén kétvdi matngoai (exo-site) clia thy thé.

Béc diém dugc Iy cla salmeterol mang dén su béo vé higu qua hon ddi vdi cdn co
thét phé quan do histamine vi tao ra tac dung gian phé quén lau dai hdn, kéo dai
itnhét 14 12 gio, so vdi chét chil van betar, tac dyng ngén theo quy udc d lidu 6é
nghi.

Thil nghiém in vitro cho thy salmeterol 1a: mot chét Uc ché manh v kéo dai sy
giai phong céc chét trung gian tir duing bao trong phéi ngudi nhu histamine;
leukatriene va prostaglandin D..
dng.rawamterolacchéﬁpmmggmidoansﬂmva mudn divoi cac di nguyén
hit phéi; sy tic ché giai doan mudn nay kéo dai han 30 gitt sau khi ding mit liéu
dan khi tée dung gidn phé quan khidng cbn rd nlia. Mot liéu don salmeteral lam
gidm bdt su tang d4p Ung cla phé quan. Nhing dac tinh nay chi ra rang
salmeterol con o6 thém téc dbng khong phaila gian phé quan nhung ¥ nghia lam-
sang déy di cia nd con chua rd rang. Ca ché nay khéc vdi téc dung khang viém
cua corticosteroid,

Mummpim:

Tal liéu khuyén cdo, fluticasone propionate dang hit cd hoat tinh khang viém
glucacorticoid manh tai phd, Iam gidm triéu ching va con kich phét clia bénh
hen, ma khéng cb tac dung bﬁtiolnaowocnhénlhéynhukhnm
corticosteroid toan than,

Théng thuding kha nang tiét hormone hang ngay cla vo thudng than van duy i,

trong khodng binh thuding sudt qua trinh didu tri dai han voi fluticasone
propionateihit, ngay c& d liéu dé nghi cao nhat o tré em va ngudi Idn. Sau khi
chuyén tf nhing steroid hit khdc, khd néing tiét hormon hang ngay dén dén cai
thién méc di c6 si dung ngét quéing steroid udng trong qua kh va hién tai, diéu
nay cho thdy chiic nang tuyén thudng than trd vé binh thudng khi diéu tri bang
fluticasone propionate dang hit. Du trll tuy8n thugng thén cing duy tri d midc binh
thuiing sudt qué trinh diéu trj dai han, dudc do bing sutang binh thuding trong thi
nghiém kich thich. Tuy nhién, bt cu sy suy gidm dy trd tuyén thuong than nao
cbn lai tif diéu fri trudc d6 cd thé véin con dai ding trong mot thdi gian déng ké va
Iudn cAn ghi nhd diém nay (xem Cénh bdo va Thénirong).
DUGJCBONG HOC .
Khéng co bang ching nao & ddng vat cﬁng nhu con ngudi ndi 1én wéc sl dung
salmeterol cing vdi fluticasone propionate dang hit lam anh hudng dén dudc
ddng hoc cia méi thanh phén. Do d6 c6 thé xem xét dudc dong hoc cla ting
thianh ph&nmot cach riéng 8.

Trong mdt nghién cuu bét chéo cb ddi chuing vdi gi dudc, dé dénh gia tuong tac
gitia céc thuic trén 15 ddi tugng khde manh, diing d6ng thdi salmeterol (50
microgram 2 l&n hit mdi ngay) va chat uc ché CYP3A4 1a ketoconazole (400 mg
mat 14n udng/ngay) trong 7 ngay — k&t qud 14 lam tang déng ké néng 0
salmeterol huyét iuong (Cmaxténg 1,4 Ian; AUC tang 15 I4n). Khdng tang tich Idy
salmeterol khi diing iéu 14p lai. C6 3 d6i tugng it khoi viéc sif dung dfng thai
salmeterol va ketoconazole do kéo dai khodng QTc hodc danh tring nguc vdi
nhip xoang nhanh, Trong 12 d6i tugng con lai, s dung ddng théi saimeterol va
ketoconazole khang gy ra téc déng c6 ¥ nghia I4m sang trén nhip tim, néng do
kali mau hoac khodng QTe. (xem phén Cénh béo vé Thén trong va phén Tudng
tac).

Salmeterol:

Salmeterol tac dung tai chd 8 phéi vi vay ndng dd huy8t tuong khdng biéu thj tic
dung diéu tri. Thém vao 4658 liéu vé duge dong hoc clia salmeterol cling han ché
vi nhiing khd khan k§ thuét trong viéc xac dinh thudic trong huyét tudng do néng
d6 huyét tuong 6 liéu diéu tri dang hit r&t th&p (khodng 200 picogram/m ho#c
thdp han), Khi s dung d8u dan saimeterol xinafoate, co thé phat hién thay
hydroxynaphthoic acid trong hé tuéin hoan, dat tdi cac ndng dd & trang thai dn
dinh khodng 100 nanogram/ml. Céc néng d6 nay th&p hon 1000 I&n so vdi nhing
néng d d trang thai 6n dinh trong cac nghién ciu déc tinh. Khong théy bat cu tac
dung ¢6 hai no khi dung déu dan trong théi gian dai (hon 12 thang) & bénh nhan
bi thc ngh&n duting hd hép.

Mat nghién ciu in vitro da chiing minh salmeterol dugc chuyén héa khd nhiéu
thanh a-hydroxysalmeterol (qu trinh oxy héa aliphatic) bdi cytochrome P450
3A4 (CYP3A4). Mdt nghién ciu ding liéu |ap lai salmeterol va erythromycin trén
nh{ing ngudifinh nguyén khoe manh da ching minh |a khong co céc thay d6i co ¥
nghia 13m s&ng trén tc dung dugc uc hoc 8 1iéu erythromycin 500 mg, 3 #én méi
ngay. Tuy nhién, trong mét nghién ciiu tuong téc salmeterol-ketoconazole c6 sy
tang dang ké néng do salmeterol huyét tudng. (xem phdn Cénh bdo va Thén
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trong va phén Tudng téc).

Fluticasone propionate: o

Sinh kha dung tuyét ddi cuaﬂtﬁimsumpmpm&tnﬂﬁivam&dmgwhﬂhmm
dugc udc tinh tif cac s sdnh nhing da iéu dugc déng hac dang hit va dang tiém
tinh, mach. & nguai Idn khde manh, sinh kha dung tuyét d8i ude tinh cho
fluticasane. propionate. Accuhaler/Diskus. (7,8%), fluticasone propionate
Dnsl@i'ﬂar [9,0%}, futicasone. propionate Evohaler, (10,9%), salmeterol-
flticasone. propionate Evohaler (5,3%) va salmeterol-luticasone propionate
Accuhaler/Diskus (5,5%). O bénh nhan hen hoae COPD da quan sét thay ndng
a4 toan than cla fluticasone propionate dang hit thép hon. Hép thu toan than xay,
ra chil y8u qua phdi lic d4u nhanh sau d6 kéo dai. Liéu hit con lai s& dugc nudt
nhung ¢chi gop phén nhd véao hap thu toan than v kha nang hoa tan frong nudc
kém va chuyén hda trudc khi dudc hdp thu diin dén kha dung theo duling udng
dudi 1%. Khitang liéu hit thi hap thu toan than ciing tang tuyén tinh. Fluticasone
propionate. cé hé s§ thanh thai trong huyét fudng cao (1150 mliphut), thé tich
phanhé Idn tai gial doan 6n dinh (khoang 300 1) va nlla ddi thai tril d giai doan cudi
khoang 8 gid. Sy,gdn vdi protein huyét tudng tudng ddi cao (91%). Fluticasone
propionate thai trif rét nhanh ra khoi hé tudn hoan, chll yéu dugc chuyén hoa
thanh chét chuyén hda acid carboxylic khang con hoat tinh, béi cytochrome
P450 enzyme CYP3A4.

Thanh thai d than cda fluticasone propionate 14 khiing dang ké (dudi 0,2%) va it
han 5% dudi dang chét chuyén hda. Nén than trong khi diing phéi hop nhiing
chltuc ché CYP3A4 0a biét it nguy 09 ng nong 40 1oan 1nan ol uicasone
DULIEU AN TOANTIEN LAM SANG' .

Salmeterol xinafoate va fluicasone propionate dude danh gid ring rai rong céc
thil nghiém ddc tinh trén ddng vat Doc tinh déng ké chi xudt hién & liéu vuot qué
liéu diing khuyén cdo & ngudi va nhing d6c tinh nay dudc du dodn 1 do hoat
d6ng ciia chat chl van beta,-adrenoreceptor va glucocarticosteroid.

Trong nhiéu nghién ciu kéo dai, salmeterol xinafoate gay cac khii u lanh tinh 9
mwnmngcecdaycrﬁngmwngmephﬁmangmng(mmﬁum)amum
cBng va tlroung Gchudt nhat

Céc khitii u cd ngudin g6c dudc I hoc thdng d& hinh thanh & loai gm nh&m chudt
¢8ng. Salmeterol dugc xem 18 khdng géy nguy hai v8 ung thu dang ké nao 4
ngudi.

Sir dyng déng théi salmeterol va fluticasone propionate & fifu cao cho thay mot
vai fudng téc trén tim mach. O chubt cing, viém cd tim tam nhi nhe va viém dong
mach vanh khu trd 14 nhiing téc dung thodng qua va cé thé trd 1ai binh thuding khi
diing liéukhuyén cao. O chd, ntip tim taing sau khi ding déng thai cao hdn so vdi
khi diing salmeterol ring 1&. Khéng quan st thay cd téc dung phy nghiém trong
1o trén [Amsang trong cA¢ nghién 6 d ngus,

Ding déng thdi thuic khdng 1am thay d6i nhing ddc tinh lién quan dén loi trén
dongvat ]
Khibing théy c6 dnh hudng ddc tinh khi thil nghiém trén pham vi rong cacloai dong
vét phoi nhigm hang ngay trong khodng thai gian 2 nam chét ddy khong chda
CFC, HFA134a &'néing a6 dang hoi rdt cao, vugt xa ndng do stldungehobanh
nhan,

TINH KHONG TUONG THICH
Khong c6 bdo cao.

HANDUNG
24 thang k& tif ngay san xust

THAN TRONG DAC BIET KHI BAO QUAN

Dngndp ady Gngngam ditkhodt va ddy vao dung it

SERETIDE EVOHALER DCnén dudcbao quan dudi 30°C.

Trénh déng lanh védnh sang mét trdi tnic tip.

Giéng nhu phdn I6n céc thudc hit dung trong binh diéu &p khéc, hiéu qua diéu trj
clia thude cd thé bi giam khi binh bilanh.

Khéng nén dam thiing, phé v hoac ddt chay binh ngay ca khi binh réng.

BONG GOI ‘il
SERETIDE EVOHALER DC 1a mdt héin dich cla salmeterol va fiuticasone
proplonate trong chat 8dy khéng c6 CFC HFA 134a. Hn dich nay dugc dyng
trong binh hdp kim nhém c6 gén van dinh liéu. Binh nay duge 1p véo trong binh
Xit bng nhmgﬁnvﬂﬁﬂg phun va dudc day bang ndp ching bul. SERETIDE
EVOHALER DC ¢6 3 hamliidng va dudc dong trong mdtloai bink, mdibinh cung
cdp120iduxit

Binh xit o6 g&n b dém cho biét 56 nhat thudc xit con lai. €6 thé nhin thdy con s§
nay qua clla 8 d mat sau clia bd khdi phét bang nhua.

HUGNG DAN SUDUNGIXULY
Kiém tra binh xit clia ban
Trudc khi st dung I4n d4u tién, théo ndp déy 8ng ngam bang cach bép nhe cac
mat ciia ndp, IAc ky binh xit, il binh xit gida ngén tay ci va cac ngon tay khéc voi
ngon tay cai & ddy binh, bén dudi ng ngdm va xit vao khding khi dén khi b dém
chis 120 4 chic ehénrang binh xithoat dng. Nen'4c binh it ngay trudc khi it
thudic. Néu khon st dung binh xit trong 1 tud hosc [4u hon, théo ndp ddy 6ng
ngam, Iéck?b!nﬁqxhvhxﬂm&lnhﬂvéo khong khi. M8 14n khoi dong binh xit, con
s0trén bd déim sé giam 1.
Trong mot s6niding hop, fam roi binh xit o6 thé lam bo dém hoat dong.
St’ldung binhxitcliaban
Théondp day ng ngam bang cach bop nhe céc métclandp.
2. Kiém tra binh xit c& b&n trong va bén ngoai, ké ¢4 Sng ngam vao miéng dé
xemc6 chd nao bilong ra hay khong.
3. LAcky binhxjt dé dam bao c4c vat bj long ra da dugc loai b va cdc thanh
phén thusc trong binh xjt dudc trn déu,
4. Gi binh it thdng dting giia ngdn tay c4i va céc ngén khéc, véi vi tri ngon

tay caid déy, phia dudi clia dng ngam..

5..., Thrahétcd dén chiing naoabncémh&yd&crﬂuvasau d6 dua dng ngam
vao miéng gilla hai ham rang va khép méi xung quanh nhung khdng cAn
dng ngém.

6. Ngay sau khi bat ddu hit vao qua duting miéng, &n xuing véo phén dinh clia
binh xit dé phong thich salmeterol va fluticasone propionate trong khi vAn
dang hitvao mét cach déu dan va sau, .

7. Trong khi nin thd, Iy binh xit ra khoi miéng va tha [6ng ngdn tay dat trén
phén dinh cda binh xit. Tiép tuc nin thd cho dén khi con cAm thay dé chiu.

8. Né&u ban tiép tuc xit thém liéu thi hai, gid binh xit thing ding va dgi khnéng
nifa pht trudc khi lap lai cac budc tir 3@én 7.

9. Saudd, stic miéng bang nudcvanhddi,

10. Ngay 4p tilc, d&y nap binh xit lai vao dung vi trl. Khi dugc 14p ding, ndp s&
khdp vao ding vi tri. Néu ndp khong khdp ding vi tri, xoay nép theo chiéu
ngudc lai va thil lai. Khding dung luc qua manh.

CHU Y QUAN TRONG:

Khoing thic hién cic budc 5, 6 va 7 mot c4ch voi vang. Biéu quan trong 14 ban bét

&t hit vao cang chAm cang 16t ngay trudc khi vAn hanh binh xit Hay tap luyén su

dung trudc guong trong vai Ién déu. NEu ban thdy “suong” béc ratifdinh cia binh

xit hodc hai bén khéie miéng clia bar thi ban nén bat du lai ti budc 2. ’

Khi b @ém chi s6 020, nén cén nhac cd binh thudc mai dé thay thé. Khi b dém

chi 58000, ban phéi thay binh thudic méi. Lumg thudc con la rong binh c5 thé

khong diydé cung cdp 1 liBuding.

Diing bao gits o8 lam thay a1 con s trén b 88m hoac théo b dém khdi binh kim

loal. B dém khang thé cai datlai va dudc gin ¢6 dinh vao binh.

N&L béc sTélia ban dua ra hiidng dén st dung khac, hy 1am theo mot céch cdn

thén. Hay néi cho bc sTclia ban bigt néu ban con cd bét cli vén dé khé khan nao.

Tréem:

Tré nhé o6 thé cn sy gitip dB va ngudl 1dn cd thé giup digu khién binh xjt cho tré.

Khuyén khich tré thd ra va van hanh binh xit ngay sau khi tré bt ddu hit vao. Tap

stidung wngvdiu'é Nhng tré I6n hon macmﬂ»gngrauyysumgmtmhm

béng hai tay. Bat 2 ngén tay trd 1&n dinh olia binh va d&t 2 ngén tay cai & dudi 6ng
ngam. - \

V& sinh binh xit:

Nén lam sach binh xit clia ban it nh&t mGt idn mét tuén.

1. Théondp ddy g ngam.

2. Khéng dudc 4y binh kim loal chila thuic ra khéi vé boc nhiia bén ngaai;

3. . Lau sach mét trong va ngoai clia 5ngngam va vo boc nhl.Bbéngvéi hodc
khan gidy khd.

4, DAy ndp éng ngammaurgv;m Khi dugec I4p dung, ndp dng ngém sé
khdp vao diing vi trl. Néu néip khng khdp ding vi rf, xoay ndp theo chiéu
ngugcaiva thil [ai, Khong diing Iuc qua manh.

KHONGBE BINH CHUA THUOC BANG KIMLOAI VAONUGC.

DEXATAMTAY TREEM
POC KY HUGNG DAN SU DUNG TRUGC KHIDUNG
NEUCAN THEM THONG TIN XIN HOI Y KIEN BAC ST
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