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SERETIDE cho bénhnhan c6 tién siiqua man voi bt clr thanh phan ndo clia thudc (xem phan T4 dugc). CANH BAO VA THAN
TRONG: SERETIDE Evohaler DC khéng phai fa thuéc diing dé giam triéu ching cdp tinh, ma trong truéing hgp nay can dung
mét thudc gian phé quan téc dung nhanh va ngan (thi du salbutamol). Nén khuyén bénh nhan ludn 6 san thudc giam triéu
chiing bén minh. Viéc tang st dung thuéc gian phé quan tac dung ngan dé giadm triéu chiing cho théy viéc kiém soat bénh
xdu di. Kiém sodt hen xdu di dét ngét va tang dan la nguy co de doa mang séng va bénh nhan cin duoc béac sy kham lai. Can
xem xét viéc tang liéu corticosteroid. Bénh nhan ciing nén dugc kham lai khi liéu SERETIDE dang dung khong di kiém soat
bénh hen. Khéng nén ngling st dung SERETIDE mot cach dot ngdt & bénh nhan hen do nguy co bi con kich phat, nén giam
liéu tir tir dudi su gidm sat clia bac sy. D6i véi bénh nhan COPD, ngling diéu tri c6 thé gdy mét bui ¢é triéu chiing va nén dugc
bac sy theo d6i. Da c6 su gia tang bao cdo vé viém phéi trong nhitng nghién cuiu trén bénh nhan COPD diing SERETIDE. Bac
sy nén luén canh giac theo di kha nang xay ra viém phéi trén nhiing bé&nh nhan COPD vi c&c ddu hiéu Iam sang cla viém
phdi va con kich phat thuging triing lp. Than trong khi diing SERETIDE & bénh nhan bi lao phéi thé hoat dong hoac thé yén
léng. Nén diing SERETIDE than trong & b&nh nhan bi nhiém déc gidp, bénh nhan dang cé san bénh tim mach vi cac tac dung
trén tim mach nhutang huyét aptam thu va tang nhip tim doi khi c6 thé gap véi tat ca cac thudc giéng giao cdm, bénh nhan
dé o6 kha nang ha ndng d6 kali huyét thanh vi c6 thé c6 gidm thodng qua néng dé kali huyét thanh khi diing thudc giéng
giao cam liéu cao hon liéu diéu tri, bénh nhan c6 tién st bj déi thao dudng. Tac dong toan than cd thé xay ra, vai bt cu corti-
costeroid hit nao, nhat la khi dung liéu caotrong théi gian dai; nhiing tac ddng nay thudng it xdy ra han nhiéu so véi khidiing
corticosteroid dang uéng. Tac dong toan than co thé bao gdm hdi chiing Cushing, cac ddu hiéu Cushing, tic ché thugng than,
cham téng trudng & tré em va thanh thiéu nién, gidam mat dé khoang xuong, duc thay tinh thé va bénh tang nhan &p
(glocom). Vi the, dbi visi bénh nhan hen diu quan trong la nén diéu chinh liéu corticosteroid dén liéu thap nhat ma van duy
tri kiém sodt bénh modt cach hiéu qua. Can ludn nghi dén kha nang suy gidm dap ting thuong than trong trudng hop cap ciiu
va mot s6 tinh huéng nhat dinh c6 thé gy stress va can nhic diéu tri bing corticosteroid thich hop. Khuyén cdo nén kiém tra
thuémng xuyén chiéu cao clia tré khi diéu tri kéo dai bang corticosteroid hit. Vi c6 kha nang dap (ing thugng than suy giam,
‘can dac biét than trong khi chuyén'bénh nhan tir diéu tri steroid uéng sang diéu tri fluticasone propionate hit, va can kiém
tra chiic nang vo tuyén thuong than thuting xuyén. Ngiing diéu tri toan than can thuc hién ti tif va bénh nhan nén mang
theo tdm thé canh béo vé steroid chi 16 co thé can diéu tri bd sung trong th&i gian bi stress. Co that phé quan nghich ly cé
thé xudt hién véi tinh trang kho khé tang ngay sau khi hit. Khi d6 nén diéu tri ngay lap tc bing thuéc gian phé quan dang
hit tac dung nhanh va ngan. Nén ngiing diéu tri Salmeterol-Fluticasone Propionate Evohaler ngay, bénh nhan nén dugc
danh gia va thay thé phuong phap difutri néu can thiét. Da c6 bao cdo vé tac dung phu clia diéu tri bang chat chiivan beta
2 nhuf run, danh tréng nguc chi quan va dau dau, nhung ¢ xu hudng thoang qua va giam khi diéu tri thudng xuyén.
TUONG TAC: Nén tranh diing ca chét chen beta chon loc va khéng chon loc & bénh nhan trir khi 6 ly do bt buéc. Trong
diéu kién binh thugng, do chuyén hoa buéc dau kha nhiéu va dao thai toan than cao qua trung gian cytochrome P450 3A4
1ai rudt va gan nén néng do fluticasone propionate huyét tuong dat dugc thap sau khi hit. Do dé it gap cac tuong tac thudc
“déang k€ trén 1dm sang qua trung gian fluticasone propionate. Trong nghién cliu vé tuong tac thudc & ngudi khde manh cho
thdy ring ritonavir c6 thé gay tang cao néng do fluticasone propionate trong huyét tuong, gay gidm dang ké néng do corti-
sol trong huyét thanh. Da c6 bdo cio vé tuong tac thudc dang ké trén Iam sang & nhiing bénh nhan duing fluticasone propio-
nate hit theo duémng mii hodc miéng va ritonavir dan dén tac dong toan than clia corticosteroid bao gdm hdi chiing Cushing
va lic ché thuong than. Do d6 tranh diing déng thai fluticasone propionate va ritonavir trir khi lgi ich diéu tri vuot trdi nguy
co tac dung phu toan than clia corticosteroid. Cac chét tc ché cytochrome P450 3A4 khac lam tang khéng dang ké (erythro-
mycin) va tang it (ketoconazole) miic phoi nhiém toan than vai fluticasone propionate ma khéng lam giam dang ké néng do
cortisol trong huyét thanh. Tuy nhién nén than trong khi s dung dong thai cac chat tc ché manh cytochrome P450 3A4
{nhu ketoconazole) do khad nang tang phoi nhi&m toan than vdi fluticasone propionate. St dung déng théi ketoconazole va
SEREVENT (salmeterol) lam tang dang ké ndng do salmeterol trong huyét tuong va diéu nay c6 thé gay kéo dai khodng QTc.
“THAI KY VA CHO CON BU: Chi nén can nhic diing SERETIDE cho thai phu va ngudi me dang cho con bt néu lgi ich cho
ngudi me 16n hon bt cif nguy co n@o oo thé xdy ra cho thai hoic tré. TAC DUNG KHONG MONG MUON: - Dit liéu thir
nghiém 1am sang. Rt pho bién: Pau dau. Phé bién: Nhiém nam candida miéng va hong; viém phdi (& bénh nhan COPD);
khan giong/khan tiéng; chubt rat; dau khdp. Khéng phé bién: Phan (ing qué man trén da; khé thd; duc thuy tinh thé; tang
dudng huyét; lo lang; réi loan gidc ngd; rum; danh tréng nguc; nhip tim nhanh; rung nhi; kich (ng hong, vét tham tim. Hiém:
N&m candida thuic guan; phan ing phan v&; tang nhan ap; thay d6i hanh vi, bao gdm tang hoat ddng va kich thich (chii yéu
& tré em); loan nhip tim bao gém nhip nhanh trén that va ngoai tdm thu. - Dit liéu sau khi luu hanh thudc: Cac phan tng
qud man biéu hién dudi dang: phirmach {chi y&u pht mat va miéng hau) va co that phé quan (hiém). Héi chiing Cushing;
cac dau hiéu Cushing; tic ché thugng than; cham 1én & tré em va thanh thiéu nién; gidm mat do khoang xuong (hiém). Co
thét phé quan nghich ly (hiém). QUA LIEU: Dau hiéu va triéu chuing c6 thé xay ra do qué liéu salmeterol 1a nhiing biéu hién
dién hinh ci= kich thich qua mirc thu thé beta2-adrenergic, bao gém run, dau dau, nhip tim nhanh, tang huyét ap tam thu
v ha kalimau. Khdng o6 diéu tri dic hidu cho qué liéu salmeterol va fluticasone propionate. Néu qué liéu xay ra, bénh nhan
nén dugc diéutri hd tro voi su theo doi thich hgp néu can. Néu hit SERETIDE véi liéu cao hon liéu dugc phé duyét trong thoi
gian dai 6 thé gay tic ché dang k& vo tuyén thugng than. Rat hi€ém c6 bao cdo vé con thugng than cdp, chl yéu xudt hién &
tré dung liéu cao hon liéu dugc phé duyéttrong thai gian dai (vai thang hoac vai nam); nhiing biéu hién quan séat thay bao
g6m ha duding huy&t kém voi gidm y thitc va/hoac co giat. THAN TRONG DAC BIET KHI BAO QUAN: Dong ndp day 6ng
ngam dut khoat va ddy vao dung vi tri. Bdo quan dudi 30°C. Tranh déng lanh va dnh sang mat tréi truc ti€p. SAN XUAT BOI:
Glaxo Wellcome, 5.A. Avda. De Extremadura, no 3 09400 - Aranda de Duero (Burgos), Tay Ban Nha. SERETIDE va EVOHALER la
cac nhan hiéu thuong mai da dang ky cla GlaxoSmithKline group of companies. API-SEREVODC 0314-16/201213. PHAN
PHO1BOE Cong ty cd phan Dugc liéuTW2, 24 Nguyén Thi Nghia, Q.1, Tp. H6 Chi Minh.
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Salmeterol-Fluticasone Propionate Accuhaler ngay, bénh nhan nén duoc danh gia va thay thé phitong phap diéu tri néu
cén thiét. Da c6 bao céo vé tac dung khéng mong mudn duoc ty ciia diéu tri bang chét chii van beta2, nhurun, danh tréing
nguc chii quan va dau déu, nhung edxu hudng thoang qua va gidm khi diéu tri thuding xuyén. TUONG TAC: Nén tranh
dung ca chat chen beta chon loc va khémg chon loc & bénh nhan trir khi cé Iy do bat budc. Trong diéu kién binh thuding, do
chuyén héa buéc ddu manh va thanh thai toan than cao qua trung gian cytochrome P450 3A4 tai rudt va gan cao nén néng
db fluticasone propionate huyét tuong dat dugc thap sau khi hit. Do dé it gap cac tuong tac thubc dang ké trén lam sang
qua trung gian fluticasone propionate. Trong nghién ctiu vé tuong tac thudc & ngudi khde manh cho thay ritonavir co thé
gay tang cao néng do fluticasone propionate trong huyét tuong, gay giam dang ké néng @ cortisol trong huyét thanh. Da
6 bdo cdo vé tuong tac thudc dang ki tvén 1am sang & nhiing bénh nhan dung fluticasone propionate hit theo dudng mai
hoac miéng va ritonavir dan dén tac déng toan than cla corticosteroid bao gébm héi chitng Cushing va Uic ché thugng than.
Do do tranh dung déng thai fluticasone propionate va ritonavir tri khi lgi ich diéu tri vuot trdi nguy co tac dung phu toan
than clia corticosteroid. Céc chat tic ché cytochrome P450 3A4 khac lam ting khéng dang ké (erythromycin) va tang it (keto-
conazole) miic phai nhiém toan than véi fluticasone propionate ma khéng lam giam dang ké néng do cortisol trong huyét
thanh. Tuy nhién nén than trong khi st dung d6ng thai cac chat tc ché manh cytochrome P450 3A4 (nhu ketoconazole) do
kha nang tang pho‘n nhiém toan than v fluticasone propionate. St dung déngthefi ketoconazole va SEREVENT (salmeterol)
lam tdng dang ké néng dd salmeterol trong huyét tuong va diéu nay céthegaykéodatkhoéng QTc. THAIKY VA CHO CON
BU: Chi nén can nhéc duing SERETIDE cho thai phu va ngusi me dang cho con bii néu lgi ich cho nguéi me Ién hon bét cu
nguy co nao cé thé xay ra cho thai hoac tré. TAC DUNG KHONG MONG MUON: - Dirliéu thirnghiém lam sang. Rdt phé bién:
Pau déu. Phé bién: Nhiém ndm candida miéng va hong; viém phéi (& bénh nhan COPD); khan giong/khan tiéng; chuét rit;
dau khép. Khong phé bién: Phan (ing qué man trén da; kho thé; duc thay tinh thé; ting dudng huyét; lo ldng; réi loan gidc
ngu; run; danh tréng nguc; nhip tim nhanh; Tung nhi; kich ting hong, vét tham tim. Hiém: Nam candidatl‘tﬂcquéftptén ung
phan vé; tang nhan ap; thay déi hanh vi, bao gém tang hoat dong va kich thich (chi yéu & tré em); foan nhip tim bao gém
nhip nhanh trén that va ngoai tam thu. - Dit kéu sau khi luu hanh thudc: Cac phan ing qua man biéu hién dudi dang:phi
mach (chti yéu phit mat va miéng hiu) va co thit phé quén thi#m). Hoi chiing Cushing; cac ddu hiéu Cushing; tic ché thug
than; cham Ién & tré em va thanh thi€u nién; gidm mét dd khoang xuong (hiém). Co thét phé quan nghich l;’r.-(hiém).m
LIEU: Du hiéu va triéu chiing c6 thé xdy ra do qué liéu salmeterol la nhiing biéu hién dién hinh ciia kich thich qua mic thu
thé beta2-adrenergic, bao gdm run, dau @au, nhip tim nhanh, tang huyét ap tam thu va ha kali mau. Khéng co diéu tri dac
hiéu cho qua liéu salmeterol va fluticasone propionate. Néu qud fiéu xay ra, bénh nhan nén dugc diéu tri ho tro vdisu theo
déi thich hgp néu can. Néu hit SERETIDE wii liéu cao hon liéu duoc phé duyét trong thei gian dai c6 thé gdy tic ché dang ké
v tuyén thugng than. Rat hiém cé bao céovémﬂumgﬁﬁnc&p, chil yéu x1.:§thten6‘trédunghéucao hon liéu dugc phé
duyet trong thdi gian dai (vai thang hodc vai nam); nhiing biéu hién quan sat thiy bao gom ha duong huyét kém vai giam

y thifc va/hoic co giat. THAN TRONG DACBIETXHI BAO QUAN: Bao quan & noi khd réo, khéng qua 30°csﬁuxukrnbn:
Glaxo Operations UK Limited, Priory Street, Ware, Hertfordshire, 5G12 0DJ, Anh. SERETIDE va ACCUHALER Ia céc nhan hiéu
thuong mai da dang ky ctia GlaxoSmithKline group of compame_s API- SERACC 0314-17/201213. PHAN PHOI BOL Cong ty
¢6 phén Dugc liéu TW2, 24 Nguyén Thi Nghia, Q.1, Tp. H6 Chi Minh.

SERETIDE® EVOHALER®DC: M6i liéu xit cung cip salmeterol xinafoate tuong duong 25 mcg salmeterol va 50, 125 va 250
mcg fluticasone propionate. Dang bao ché: Hon dich hit qua d: miéng (dang phun suong). Td duc: HFA 134a. Quy
cach déng géi: Méi binh xit c6 gan bd dém cung cap 120 liéu xit. CHI DINH: Hen (Bénh tic nghén duémng dan khi cd hoi
phuc). SERETIDE dugc chi dinh trong diéu trj thuting xuyén bénh hen bao gém hen phé quan dngudi I6n va tré em tir4 tudi
trd 1én. Bao gém: « Bénh nhan khéng dugc kiém soat ddy di bing corticosteroid xit va thudc chi van beta2 téc dung ngan
“khi can”. « Bénh nhén van 6 triéu chiing khi dang diéu tri béng corticosteroid dang hit.- Bénh nhan dang dugc ki€ém soét
hiéu qua vdi liéu duy tri corticosteroid xjt va thuéc chiivan beta téc dung kéo dai. Bénh phﬁlﬁ:nghenmmﬁlﬂ: {Chronic
Obstructive Pulmonary Disease - COPD). SERETIDE duoc chi dinh dé diéu tri duy tri tic nghén dudng dan khi va giam con
kich phét & bénh nhan COPD va da duoc chitng minh lam giam ty Ié tir vong do moi nguyén nhan. LIEU LUGNG VA CACH
DUNG: Seretide Evohaler DC chi duing & hit quamiéng. Can cho bénhnhan biét ring phai diing SERETIDE thuting xuyén dé
dat duoc lai ich t6i uu, ngay ca khi khéng c6 triéu ching. Bénh nhan can duoc bac si kham lai déu dan dé ham luong
SERETIDE duing luén la t6i uu va chi thay déi theo ki khuyén cla bac si. Hen (Bénh tic nghén duding dén khi cd hdi phuc).
Nén diéu chinh dén liéu thap nhat ma van duy tri duoic viec ki€m soat tridu ching cb hiéu qua. Khi viec kiém soét triéu ching
dudgc duy tri bing SERETIDE 2 1dn/ngay,thi nén chinh dén liéu SERETIDE thip nhit c6 hiéu qué a1 !an/ngay Nén cho bénh
nhan diing dang SERETIDE cé ham lugng fluticasone propionate phirhop vifi miic donéng clia bénh. NEu bénhnhan khﬂng
dugc kiém soat day dd vdi tri lidu corticosteroid hitdon thudn, thi viéc diéu tri thay thé béng.SEREI'IDE vdi liéu corticosteroid
tuong duong vé mat diéu tri c6 thé mang lai cai thién trong viéc ki€ém soét hen. BSi véi bénh nhan c6 thé kiémsoat hen bang
corticosteroid hit don thudn, diéu tri thay thé bang SERETIDE c6 thé cho phép giam liéu corticosteroid ma van duy tri kiém
soat hen. Liéu dé nghi: Ngudi I6n va thanh thiéu nién tr 12 tubi tro fén: Hai nhat xit loai 25 mcg saimeterol va 50 mcg flutica-
sone propionate, hai Ian mdi ngay, hoic hai nhat xit loai 25 mcg salmeterol va 125 mcg fluticasone propionate, hai Ian moi
ngay, hoac hai nhét xit loai 25 mcg salmeterol va 250 mig fluticasone propionate, hai 1an mbi ngay. Liéu 16i da khuyén cio
cho ngudi Ién va tré em trén 12 tudi la 500/50, 2 |an/ngay. Tré em tir 4 tudi trd lén: Hai nhét xit loai 25 mcg salmeterol va 50
meg| fluticasone propionate, hai 1an méi ngay. Liéu t8i da cho phép clia Fluticasone cho tré em fa 100 mcg, 2 1an/ngay. Khong
€6 56 ligu vé viéc st dung SERETIDE & tré em dudi 4 tuSi. Bénh phdi ticnghénman tinh (COPD). Liéu dé nghi cho ngudi lon
Ia hai nhat xit 25/125 mcg téi 25/250 mcg salmeterol/fluticasone propionate x 2 13n mdi ngay. O liéu diéu tri 50/500 mcg x 2
l&n/ngay, SERETIDE da dugc chitng minh lam giam ty & tif vong do moi nguyén nhan. Nhém bénh nhan dacbiét: Khong
can diéu chinh liéu cho bénh nhan cao tudi hodc bénh nhan suy than hoic suy gan CHONG CHI DINH: Chéng chi dinh
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THONG TIN KE TOA

SERETIDE® ACCUHALER®: Dung cu bang nhifa déo (plastic) dang khuén chifa mét vi nhém véi 60 tii phéng (blister) duoc
phén b6 déu dan trén vi, mdi tdi phdng chifa 72,5 mcg salmeterol xinafoate (tuong dudng 50 mcg salmeterol) va 250 mcg
hoac 500 mcg fluticasone propionate. Dang bdo ché: Bot hit phan liéu. Td duge: Lactose (chifa protein siia). Quy cdch déng
g6i: Hop chiia 1 accuhaler 60 liéu. CHi DINH: Hen (Bénh téc nghén duding dén khi ¢ hdi phuc). SERETIDE duoc chi dinh
trong diéu tri thuding xuyén bénh hen bao gém hen phé quan & ngudi Ién va tré em tir 4 tudi trdr Ién. Bao gém: » Bénh nhéan
khéng dugc kiém soat day da bang corticosteroid xit va thudc chd van beta2 tdc dung ngén “khi cdn”. - Bénh nhan van c6
triéu chiing khi dang diéu tri béng corticosteroid dang hit. - Bénh nhan dang dugc kiém soét hiéu qua véi liéu duy tri cortico-
steroid xit va thuéc chi van beta2 tac dung kéo dai. Bénh phdi tic nghén man tinh (Chronic Obstructive Pulmonary
Disease - COPD). SERETIDE dugc chi dinh trong diéu tri duy tri tdc nghén duéng dan khiva giam con kich phat & bénh nhan
COPD va da dugc chiing minh lam gidm ty 1& tir vong do moi nguyén nhén. LIEU LUQONG VA CACH DUNG: SERETIDE Accu-
haler chi dung dé hit qua miéng. Can cho bénh nhén biét rdng phai dung SERETIDE thudng xuyén dé dat dugc loi ich téi uu,
thém chi ngay ca khi khong c6 triéu chiing. Bénh nhan can dugc bac si tai kham déu dan dé ham lugng SERETIDE dang
dung ludn Ia tdi uu va chi thay d6i theo 101 khuyén clia bac si. Hen: nén diéu chinh dén liéu thap nhat ma van duy tri dugc
viéc kiém soat triéu chiing mét cach hiéu qua. Khi viéc kiém soat triéu chiing dugc duy tri bang SERETIDE 2 Ian/ngay thi nén
chinh dén liéu SERETIDE thap nhét c6 hiéu qua Ia 1 1an/ngay. Nén cho bénh nhan duing dang SERETIDE c6 ham lugng flutica-
sone propionate phi hgp véi muc dé nang ctia bénh. Néu bénh nhan khéng dugc kiém soat day di véi tri liéu corticoste-
roid hit don thudn, thi viéc diéu tri thay thé bang SERETIDE vdi liéu corticosteroid tuong duong vé mat diéu tri c6 thé mang
lai cai thién trong viéc kiém soat hen. DSi véi bénh nhan c6 thé kiém soat hen bang corticosteroid hit don thuan, diéu tri
thay thé bang SERETIDE c6 thé cho phép gidm liéu corticosteroid ma van duy tri kiém soat hen. Liéu d@é nghi: Nguéi 16n va
thanh thiéu nién tir 12 tudi tré 1én: mot hit (50 mcg salmeterol va 100 mcg fluticasone propionate), 2 In/ngay; hodc mét hit
(50 mcg salmeterol va 250 mcg fluticasone propionate), 2 lan/ngay; hodc mét hit (50 mcg salmeterol va 500 mcg fluticasone
propionate), 2 |an/ngay. Liéu t&i da khuyén cdo cho ngudi I6n va tré em trén 12 tudi la 500/50, 2 lan/ngay. Tré em tir 4 tudi
trg 1én: Mot hit (S0mcg salmeterol va 100 mcg fluticasone propionate), 2 Ian/ngay. Chua cé dir liéu vé viéc sitdung SERETIDE
trén tré em dudi 4 tudi. Bénh COPD: liéu dé nghi cho ngudi I6n 1a mét hit 50/250 mcg t6i 50/500 mcg salmeterol/fluticasone
propionate x 2 18n/ngay. O liéu diéu tri 50/500 mcg x 2 1&n/ngay, SERETIDE da dugc chiing minh lam giadm ty |é tif vong do
moi nguyén nhan. Nhém bénh nhén déc biét: Khéng can diéu chinh liéu cho bénh nhan cao tudi hoac bénh nhéan suy than
hodc suy gan. CHONG CHI DINH: bénh nhan ¢6 tién s qua man véi bt ci thanh phén nao clia thuéc. CANH BAO VA
THAN TRONG: SERETIDE Accuhaler khéng phai la thuéc dung dé gidm triéu chiing cdp tinh, ma trong trudng hop nay cdn
dung mét thudc gian phé quan téc dung nhanh va ngan (thi du salbutamol). Nén khuyén bénh nhén ludn cé sén thudc
gidm triéu chiing bén minh. Tang st dung thuéc gian phé quan téac dung ngan dé giam triéu chuing cho thay viéc kiém soat
bénh xau di. Kiém soat hen xau di dét ngét va ting dan 1a nguy co de doa mang s6ng va bénh nhan can dugc bac si kham
lai. Nén can nhac tang liéu corticosteroid. Bénh nhan cing nén dugc kham lai khi liéu SERETIDE dang dung khéng du kiém
soat bénh hen. Khdng nén ngiling st dung SERETIDE mdt cach ddt ngdt & bénh nhan hen do nguy co bi con kich phét, nén
giam liéu tir tir dudi su gidm sét cia bac sy. D&i véi bénh nhan COPD, ngling diéu trj ¢ thé gdy méat bl cé triéu chimng va nén
dugc béc sy theo doi. Pa co su gia tang s6 lugng béo cao vé viém phéi trong nhitng nghién ciu trén bénh nhan COPD diing
SERETIDE. Bac sy nén ludn canh giac theo doi kha nang xay ra viém phdi trén nhimg bénh nhan COPD vi cac dac diém lam
sang clia viém phéi va dot kich phat thuéng trung 18p nhau. Than trong khi diing SERETIDE & bénh nhén b lao phéi thé hoat
dong hodc thé yén lang. Nén dung SERETIDE than trong & bénh nhan bj nhiém déc giap; bénh nhan dang cé sdn bénh tim
mach, vi cac tdc dong trén tim mach nhu tang huyét 4p tam thu va nhip tim thinh thoang c6 thé gap & tét ca céc thudc giéng
giao cam, dac biét khi dung li€u cao hon liéu diéu tri; bénh nhan dé cé kha nang ha néng dé kali huyét thanh, vi giam kali
huyét thanh thoéng qua cé thé xay ra vdi tat ca cac thudc giéng giao cam tai liéu cao hon liéu diéu tri; bénh nhan c6 tién sl
bi dai thdo dudng. Tac dong toan than cé thé xay ra, vdi bt cr corticosteroid hit nao, nhat I3 khi dung liéu cao trong thei
gian dai; nhiing tac dong nay thuong it xay ra hon nhiéu so véi khi dung corticosteroid dang udng. Tac dong toan than c6
thé bao gém héi chiing Cushing, cac dau hiéu Cushing, tic ché thugng than, cham ting trudng & tré em va thanh thiéu nién,
giam méat dd khoang xuang, duc thly tinh thé va tang nhan ap (glécém). Vi thé, déi voi bénh nhan hen diéu quan trong |2
nén diéu chinh liéu corticosteroid dén liéu thdp nhat ma van duy tri kiém soéat bénh mét cach hiéu qua. Can luén nghi dén
kha néng suy giam dap ing thugng than trong trudng hop cap ciu va mét sé tinh hudng nhat dinh cé thé gay stress va can
nhac diéu tri bang corticosteroid thich hgp. Khuyén céo nén kiém tra thudng xuyén chiéu cao cla tré khi diéu tri kéo dai
bang corticosteroid hit. Vi cé kha nang dap (ing thugng than suy gidm, nén cin dac biét than trong khi chuyén bénh nhan
tir diéu tri steroid uéng sang diéu trj fluticasone propionate hit, va can kiém tra chiic nang vo tuyén thugng than thuéing
xuyén. Ngling diéu tri toan than can thuc hién tir tir va bénh nhan nén mang theo tdm thé canh béo vé steroid chird cé thé
can diéu tri bd sung trong thai gian bj stress. Co that phé quan nghich Iy cé thé xudt hién véi tinh trang kho khe ting ngay
sau khi hit. Khi dé nén diéu tri ngay lap tic bang thudc gian phé quan dang hit tic dung nhanh va ngan. Nén nguing diéu tri
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SERETIDE® EVOHALER® DC

Salmeterol/ Fluticasone propionate

Thufic bén theo ddn

TRINHBAY

MBi lidu xit SERETIDE EVOHALER DC cung c4p: Salmeterol xinafoate tudng
duong 25 microgram salmeterol va 50, 125 hosic 250 microgram fiuticasone
propionate.

Dang bao ché: Hindich hit qua duing migng (dang phun suong).

Quy céch ddng gdi: MBibinh xit o6 g4n bd d8m cung ¢4p 120 liu xit.

Téd dutge: HFA 134a,

CHIDINH

Hen (B#nh tAc nghén duding din khicé héi phyc)

SERETIDE udc chi dinh trong diéu tri thudng xuyén bénh hen (b8nh thc nghén

dudng dAin khi c6 héi phyc), bao gém hen ph& quan & ngudiIdn vé tré em tir4 tudi

Ird 1&n. Bao géim:

« Bnivnhan khdng dugc kiém sodt ddy 4 bing corticosteroid xit va thudic chil
véin beta, tdc dyng ng#n “khi cén”. )

+ Bénhnhan vn cé trigu chiing khi dang diéu tri bing corticosteroid dang hit

+ Bénh nhan dang dudc kiém soat higu qua véi li€u duy tri corticosteroid xit va
thuBc chitvan beta, tc dung kéo dai.

Bénh phéi tic nghén man tinh (COPD)

SERETIDE ducgc chidinh 68 didu tr duy t tc ngh#n dubng din khiva gidm con

kich phét & bénh nhan bénh phéi t4c nghén man tinh (COPD) va da dugc ching

minh kam giam t118 tivong do moi nguyén nhan.

LIEU LUGNG VA CACHDUNG

SERETIDE EVOHALER DC chiding dé hit qua duiing migng.

Cén cho bénh nhan biét ring phai ding SERETIDE EVOHALER DC thuting
xuyén & dat dugc i Ich t6i U, ngay ca khi khdng o6 triéu chiing.

Bénh nhan cin dugc béc sTkham lai d8u ¢2n d€ ham lugng SERETIDE mé bénh
nhan dang ding ludn I 6i uu v chi thay i theo 16 khuyén clia bac sT.

Hen (Bénh tc nghén duding din khicé hél phyc)

N&n diéu chinh @&n lidu thap nhat ma vin duy i dudc vige kigm so4t trigu ching
o6 higu qua. Khi vigc kifm sodt trigu ching dugc duy trl 8 liéu SERETIDE hai i4n
mdi ngay, viéc diéu chinh d&n lidu thap nhat o6 hidu qua co thé 18 SERETIDE 1
14n mBingay.

Nén cho b&nh nhan diing dang SERETIDE o6 ham ludng fluticasone propionate
phirhgp vdi mic dt nang clia bénh.

Néu bénh nhan khong duge kifm sodt ddy a0 véi trj lidu corticosteroid hit don
thuén, thl vigc diu tri thay thé bang SERETIDE vdi liéu corticosteroid tudng
dudng v& mat diéu tri cd thd mang lai su ci thién trong kiém soét hen. & nhing
bénh nhAn mé viéc ding corticostercid hit don thun da cé thé kiém sodt hen,
didu tri thay thé bAng SERETIDE c6 thé gidm liéu coricosteroid ma vin duy tr
dugc kidm sot hen. Tham khdo phdn “Duge Iuc hoe” 8 bigt nhing théng tin chi
tiéthan.

Ligu dé nghj

Naguildn vé thanh thidl nién tir 12 tuditrd 1én:

Hai nhat xjt logi 25 microgram salmeterol va 50 microgram fluticasone
propionate, hai ldn m&ingay.

Hodc

Hai nhat xit loai 25 microgram salmeterol va 125 microgram fluticasone
propionate, hai ldn mdingay.

Hoac

Hai nhét xit loai 25 microgram salmeterol va 250 microgram fluticasone
propionate, hailin mBingay.

Liéut8i da khuy&n co chongudi dn va tré em trén 12 tudila500/50, 2 14ningay.
Tré tir 4 tuditrd ién:

Hai nhét xit loai 25 microgram salmeterol va 50 microgram fluticasone
propionate, hai l4n m&ingay.

Liéu t8i da cho phép clia Fluticasone cho tré emIa 100 mcg, 2 14n/ngay.

Khong o656 i vé sil dung SERETIDE ) tré em dudi4 tudi.

Bénh phéitic nghén man tinh (COPD)

Liéu khuyén diing cho nguii Idn 1 hai nhat xit 251125 microgram dén 25/250
microgram salmeterol/fiuticasone propionate hai In m&i ngay. Tai lifu ding
50/500 microgram hai 14n mdi ngay, SERETIDE Accuhaler/Diskus da duge
chiing minh [3m gidm tl 1 tif vong do moi nguyé&n nhdn (xem phén Cdc nghién
ctiu [m séng).

Céc nhom bénh nhin dic biét

Khéing cAn diéu chinh ligu cho bénh nhan cao tudi hodc bénh nhan suy than hodc
suygan.

CHONG CHIDINH
Chéing chi dinh SERETIDE cho bénh nhan cd tién it qua mAn vdi bt cd thanh
phén nao clia thudic.

CANHBAQVA THAN TRONG

SERETIDE EVOHALER DC khéng phéi la thudc dung @& gidm trigu ching cip
tinh, trong trudng hdp ndy can ding mit thubc gidn phé quén the dyng nhanh va
ngén (vi dy salbutamol). Né&n khuyén bénh nhan phdi ludn cd sin thudc gidm
triéu ching bén minh,

Vi#c tang sit dung thufc gidn phé quén tic dyung ngdn 6é gidm trigu ching cho
théy viéc kifm sot bénh x4u diva bénh nhan nén dudc kham lai.

Kiém soat hen x&u di dgt ngdt va ting dén 12 nguy cd de doa mang sdng va bénh

nhén cin dugc bac sTkham lai. Can xem xét dén viéc tang liéu corticosteroid,
Bénh nhan cling nén dugc khém lai khiliéu SERETIDE dang ding khong dd kiém
s04tbénh hen,

Khéng nén ngling viéc diéu tri bdng SERETIDE mjt c4ch ddt ngdt & bénh nhan
hen do nguy cd bi cdn kich phét, vide gidm lifu ding nén thuc hién dudi sy gidm
sétclia bacsT. Bivéi banh nhan COPD, ngiing didu trj o6 thé g4y mat bi c6 tridu
ching va néndugc bac sTtheo doi,

Cé su gia t3ng bdo c4o vé vidm phdi trong céc nghién cliu vai b&nh nhan COPD
diing SERETIDE (xem phén Tdc dung khéng mong mudin). Céc bac sTnén thin
trong vé kha naing xay ra viém phdi & nhing bénh nhan OUPD\fIdcd&.lhléu
trén 13m sang ciia viém phdiva con kich phél thuding trifg 15p. *
Ciing nhu mgi thudc hit chila corticosteroid, nén than trong khi ding SERETIDE
3 bénh nhan bilao phdi thé hoat ddng hosc thé yén lng.

Nén diing SERETIDE than trong & b&nh nhan bj nhim ddc gidp.

Céc téc-dyng trén tim mach nhu tang huyét 4p tam thu va tang nhip tim d8i khi cé
thé gap voi t4t 6 c4c thudc ging giao cam, dc biet 12 khi dung liéu cao han liu
diéu trj. Vilj do nay, nén thén trong khi ding SERETIDE cho nhilng bénh nhan
dabibénhtimmach trude do.

Cé thé c6 gidm thoang qua ndng 64 kali huyét thanh khi ding thudc giéng giao
cAm vdi i8u cac hon liéu didu tr. Do vy, nénthén trong khi diing SERETIDE cho
nhing b&nh nhan d& ct kha nang ha ndng ¢ kali huy&t thanh,

Tac dyng todn than o6 thé xay ra véi bt cd corticostercid hit nao, dic bigt khi

duing liéu cao trang this gian dai; nhiing tc dung ndy it xy ra hdn nhjéu so vdi

corlicosteroid duding uling (xem phén Qué liéu). Tc dung toan than cé thé bao
gdm héi ching Cushing, céc diu higu Cushing, dc ché tuyén thugng than, cham
tang trudng & tré em va thanh thidu nién, gidm mat dd khodng xudng, duc thiy
tinh thé va bénh glcam.

Vithé, ddi vdi b&nh nhan hen, diéu quan trong 14 digu chinh liéu corticosteroid hit
d&nliéu thdpnhét ma véin duy tr dugc kiém soat bénh mt cAch hidu qua.

C4n lubn ludn nghi d&n khd nang suy gidm ddp Ung thugng thén trong nhiing
truding hop cSp ciu va médt s8 finh huing nhét dinh cd th& gdy ra stress va can
nhécdiu tri biing corticosteroid thich hgp {xem phdn Qud lidu).

Khuyén c4o nén kiém tra thuiing xuyén chidu cao cla tré khididu trikéo daibing
corticosteroid hit

W1 6 kh néing dép Ung thudng than suy gidm, nén cn dic bidt than trong khi
chuj#én bénh nhan tir ciu tr steroid uBng sang diéu tri fluticasone propionate it
vacén kidm tra chic nang vd tuyén thugng than thubing xuyén.

Theo nhing chi din vé fluticasone propionate hit, viéc ngitg didu trj toan than
cén thuc hién b tif va bénh nhén nén duge khuy&n khich mang theo tim thé cénh
bdo steroid trong dé chi rd ¢4 thé cdn didu tri b8 sung trong nhilng thai gian by
stress.

P4 ¢t bédo cdo vé tang ndng dd duding huyst, di higm gip (xem phén Téc dung
khéng mong mudn) va diu nay nén dugc xem xét d&n khi ké toa cho bénh nhén
cotién siibj di théo duing.

Trongqué trinh sl dyng sau khithudic dugc luu hanh, ¢4 cécbéo céo vé tudng tic
thudc c6 y nghiia 14m sang trén nhiing bénh nhan ding fluticasone propionate va
ritonavir, din d&n cac téc dung toan than cla corticosteroid bao gém hdi ching
Cushing v& e chd tuyén thugng than. Do vy, nén trdnh ding ddng thi
fluticasone propionate vé ritonavir, trif khi ldi ich cla b&nh nhan vugt tréi nguy co
bicéc tdc dung phy toan than cla corticosteroid (xem phén Tudng téc).

Céc da ligu ti mdt nghién ctu ldn tai My (SMART) so sénh tinh an toan clia
SEREVENT (salmeterol - mot thanh phdn clia SERETIDE) hodc gid duge duge
thém vao trong liéu phép thuéng diing, da cho thy tif vong c6 lién quan dén hen
tang lén déng k& & nhilng bénh nhan st dung SEREVENT. Ddliéu wrghien cliu
nay da iy réing nhilng bénh nhén My gSc Phicd nguy calon hdn o cdcbign cf
nghiém trong li&n quan d&n dudng hé hp hodc til vong khi diing SEREVENT &0
vdi gid duge. Van chua bist lisu diéu nay 1 do céc yéu 16 dudc di lruyén hay cac
y&u t8 khéc. Nghién ctiu SMART khdng phai dudc thigt k& d& xac dinh lidu réing
viéc sit dyng déng thdi corticosteroid dang hit c6 1am thay ddi nguy co tif vong cé
lién quan d&n hen hay khong (xem phén Cdc nghién ciulém séng).

D3 quan sét thiy trong mit nghién cilu vé tudng téc thudc viée ding dbng thoi
ketoconazole dudng toan than 1am tang ndng 80 SEREVENT (salmeterol). Biéu
néy dAn 161 kéo dai khodng QTc. Nén than trong khi ding ket hap thu e ché
manh CYP3A4 (vi du ketoconazole) vdi SEREVENT (salmeterol) (xem phén
Tuding técva Duige dong hoc).

Nhu nhiing thusc hit khac, co that ph& quén nghich Iy 6 thé xust hign vai inh
trang khd khé gia tang ngay sau khi hit Khi do nén diéu tr ngay 1ap tic bing
thudc gin ph& qudn dang hit téc dyng nhanh va ngip. Nén nglng didu trj
Salmeterol-Fluticasone Propionate Accuhaler hay Evohaler ngay, bénh nhén
nén dugc dénh gid va thay thé phudng phép diéu trj néu can thilt (xem Td¢ dyng
khding mong mudn).

D4 cd bdo cdo vé téc dung khéng mong mudn duge I cla diéu tr bing chét chl
van beta-2, nhu run, danh tréng ngyc chl quan va dau du, nhung cd xu hudng
thodng qua va gidm khi diéu trj thuding xuyén (xem Tdc dung khéng mong mudn).

TUONG TAC

N&n trénh st dung cé thudc de ché beta chon loc va khang chon loc trif khi cé Iy
do bitbuge.

Trong nhiing diéu kién binh thudng, do chuyén héa bude dAu kha nhiéu va thanh
thi toan thén cao qua trung gian cytochrome P450 3A4 tai rubt va gan nén ning
a9 fluticasone propionate trong huyét tuong dat dugc thép saufidu bt Qa,de &
g4p céc tigng téc thudc o6 § nghia trén 1&m sang qua trung gian fluticasone
propionate.

M8t nghién ciiu vé tudng téc thudc @ nhing nguadi khde manh cho théy rng
ritonavir (chét dc ché manh cytochrome P450 3A4) 6 thé gdy ting cao ndng 49
fluticasone propionate trong huy&t tudng, két qua 14 gy gidm déng ké néng 40
cortisol trong huy&t thanh. Trong thési gian sit dung thufc sau khi thue duge luu
hanh, @5 cd bdo céo vé tudng tac thudc cd ¥ nghla trén Iam sang & nhilng bénh
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nhén ding fluticasone propionate hit qua duing mii hodc migng va ritonavir din
dén tac dung toan than clia corticostercid bao gdm hii ching Cushing va dc ché
thugng thén. Do dé nén trdnh ding dbng thai fluticasone propionate vA ritonavir
tritkhil i ich diéu trj vuigt trdi nguy oo tc dyng phu todin than clia coricosteroid.
Céc nghién cidu cho thély ring cde cht de ché Cytochrome P450 3A4 khac lam
ting khéng d4ng k& (erythromycin) v& ting nhe (ketoconazole) néng dd
fluticasone propionate todn than ma khdng 1am gidm dang ké néng 84 cortisol
trong huy#t thanh. Tuy nhi&n, nén than trong khi st dung k8t hgp céc chéit dcché
manh Cylochrome P450 3A4 (nhu ketoconazole) do kha nang tang néng 4
fluticasone propionate toan than.

Viéc ding ddng thdi ketoconazole va salmeterol 1am tang déng k& néng 44
salmeterol trong huy#t tudng (Cmax tang 1,4 I4n v& AUC tang 15 14n) va diu ndy
o6 thé gy kéo dai khodng QTc (xem phén Cénh bdo vé Thén trong va phén
Duge ding hoc).

THAIKY VA CHO CONBU

Chl nén cAn nhéc ding SERETIDE cho thai phy v& ngudi me dang cha con b
néu Igi fch cho ngui me Idn hon bt el nguy co nao ¢ thé xdy ra cho thai hodc
tré.

Khéng 8t kinh nghiém vé st dung salmeterol xinafoate va fluticasone propionate
A ngudi trong qué trinh mang thai va cho con bi.

Nghién cidu dbc tinh agi voi kha nang sinh san 3 ddng vAt, véi don t liéu hay tri
liéu k&t hop, déu cho thay tac dung a8i vi phdi thai ¢4 thé xay ra d1iéu toan than
rét cao cla chét chi van thy thé giao cAm beta-2 manh v glicocorticosteroid.
Kinh nghiém l4m sang rong rai véi thuc thudc nhdm néy khéng cho thiy bat ol
bAng chiing ndo vé cdc tac dung ciia thudc ¢6 tudng quan véi cAc lidu didu tri, C4
salmeterol xinafoate 1n fluticasone propionate déu khéng cho théy bt ¢ kha
néng gdy ddctinh ditruyén nao.

Néng d¢ salmeterol va fluticasone propionate trong huyét tudng sau khi hit ligu
diéu tri rdt thdp va do vy nfing d trong sla ngudi ¢é kha niing clng thép tudng
Ing. Biéu nay duic chitng minh trong nhOng nghién clu trén Adng vat dang cho
con b, trong 6 xc dinh dudenéng 66 thudc trong s0a 14 thép. Kndng ¢6 s61iéu
trong s0a ngudi.

ANH HUONG LEN KHA NANG LAI XE VAVAN HANHMAY MOC

Khdng c6 nghién cuu riéng biét vé tic dung cla SERETIDE 1én c4c hoat ddng
trén, nhung dugc Iy hoc cla cd hai dugic chat nay khdng chi radnh hudng ndoca.

TAC DUNG KHONG MONG MUGN

Céctéc dung khdng mong mudn lién quan tdi cdc thanh phén ridng ré, salmeteral
xinafoate va fluticasone propionate, ducc liégt ké dudi day. Khong cd thém tac
dyng khéing mong mudn duge cho 12 da thudc phéi hdp khi so véi hd so tac dung
khéing mong mubn cUa c4c thanh phinriéng ré.

Céc téc dyng khiing mong mubn dug liét k& dudi day theo hé cd quan va tin
sust Tén sudt dugc dinh nghia nhu sau: rét phd bién (=1/10), phé bign (=1/100
d&n <1110), khang phﬁ bién (21/1000 dén <1/100), hiém (=1/10.000 dén
<1/1000) va r&thigm (<1/10.000). Phdn 1on tAn sust dugc xdc dinh tir dd idu gop
thi nghiém [Am sang tir 23 nghién ciu henva 7 nghién ciu COPD. Khdng phéitat
c cAc bisn o5 4éu dugc bio cao trong cac thil nghiém Im sang. Vdi nhing bign
o nay, t4n sust dugc tinh dua trén di liéu by phat.

Dliguthd nghiém I1dm sang

Nhiém triing va nhiém ky sinhtring

Phébign: Nhidm ndm candida miéng va hong, viém phdi (0 bénh
nhan méc bénh phéithc nghén man tinh - COPD).

Higm: Nhiém ndm candida thuc quan.

Ré&loan hé mién dich

Phén ting qua man:

Khongph8bién:  Phéningqud man trén da, khé thd,

Higm: Phan (ng phdn vé.

Réiloan nbitiét

Céctacddngtoan than cd thé bao gdm (xem Cnh béo va Thén frong):
Khang phdbién:  Bucthly tinhthé

Hiém: Tang nhan 4p (glaucomsa)

Réllogn chuyén héavé dinh dudng

Khéngphdbign:  Tang dudng huyét

Réilogn tim thin

KhongphSbién:  Loléng, réiloan gifc ngd.

Hiém: Thay ddiihanh vi, bao gdm tang hoat 8éng va kich thich (chii
yéudtréem)

R6i loan hé thén kinh

Rét phd bign: Bauddu (xem Cénh bdo va Théntrong).

Khangph8bién:  Run (xem Cdnh béo va Than trong).

Rdi loan tim

Khéingphdbign:  Bnh trdng ngufc (xem Ganh bda v Thén trong), nhip im
nhanh, rung nhi.

Higm: Loan nhip tim baa gém nhip nhanh trén thét va ngoai tim

R6i loan hé hip, annngawngm

Phé bién: Khén giong/khan tiéng.

Khéngphdbign:  Kichinghong.

Réi loan da va mé dudida

Khéngphdbign:  Vétthamtim.

Réiloan cd xudng vamé lién két

Phé bién: Chudt nit, dau khdp.

D liBu sau khi luu hanh thudc

Réiloan hé mién dich

Céc phén tng qua mAn biéu hién dudi dang:

Hiém: Ph: mach (chd ydu phi mat va migng h&u) v co thit phé

quén.

Réiloan njitiét
Céctdc ding todn than ob thé bao gém (xem Canh béo vé Thén trong):

Hiém: HOi chiing Cushing, céic d&u hidu Cushing, tic ché thugng
than, chim I0n & tré em va thanh thigu nién, gidm mat d&
khodng xudng.

Réiloan hé hip, I6ng nguc v trung thét

Hiém: Coth#tphé quan nghich Iy (xem Canh béo v& Thén trong)

Théng bédo cho béc sy nhifng téc dung khéng mong mudn gip phéi khi
diing thude.

QUALIEY

Théng tin hién o6 vé qud liéu SERETIDE, salmeterol vihodc fluticasone
propionate dugc trinh bay dudi day:

Ddu higu va trigu chiing qué liéu salmeterol 13 déu hiu dién hinh clia Kich thich
qu4 milc beta-2 adrenergic, bao gémrun, dau d4u, nhip tim nhanh, tang huyé&t 4p
tam thu va ha kali huy8t Khéng c6 diéu tr dc higu cho qué liéu salmeterol va
fluticasone propionate. Néu qud liéu xdy ra, bénh nhin nén dugc diéu trj hd trg
vdi sy theo ddi thich hgp néu cén. Khi hit qué lidu fluticasone propionate cép tinh
o0 thé dan dén Uc ché tam thdi truc ha dbi-tuydn yén-thugng thén. Thuding khéng
o xit I khiin cdp do chile nding tuyéin thildng than trd vé binh thuting trong vai

ngay.

N&uhit SERETIDE véi liéu cao honlidu cho phép frong thisi gian dai o6 thé gay tc
ché dang ké va tuyén thugng than. Hisim ¢4 bo cda vé can thugng than cp, chi
yéu xufit hién & tré diing liéu cao hdn liéu cho phép trong thdi gian dai (nhidu
thang hoac nhigu ndm); nhiing bidu hién quan sét thdy bao gdm ha glucose méu
di kém vai gidm  thiic varhoac co giat Cac tinh hudng ¢4 thé gy khdi phat con
thugng thén cAp bao gém chan thudng, phiiu thudt, nhim khusin hosc batky sy
gidm nhanh lifu hit cia fiuticasone propionate.

Nén khuyén bénh nhan khdng nén ding SERETIDE vdi liéu cao hon lidu cho
phép. Viéc kiém tra thuiing xuy®n liéu diéu tri va gidm liéu xudng d&n lidu thip
nhéit cho phép ma vAn duy tri kiém 504t b&nh mot cach higu qua larétquan trong.
(xem Liu ligng va cdch diing).

CACPACTINHDUGC LY

DUgC LYCHOC

Thiinghiém Idm sang véi SEREVENT (salmeterol)

Hen

SMART (Salmeterol Multi-Center Asthma Research Trial) 1a mdt nghién uh,l Idn

& M 50 sanh tinh an toan clia SEREVENT {salmeterol) hodc gid dugc dugc bl

sung vaoligu phép thdng thuting. Khdng cd sy khéc bigt ddng ké vé tidu chichinh

la s lugng tong hap cac ca tll vang hadc de doa tinh mang lién quan dén hd hdp.

Nghién citu cho thély o6 su tang dang ké s6 ca tll vong do hen d bénh nhan didu tri

bng SEREVENT (salmeterol) {13 bénh nhan ti vong trong s§ 13.176 bénh

nhan diéu tri 28 tudn bing SEREVENT (salmeterol) so vdi 3 bénh nhan tl vong

trong 5 13.179 bénh nhan diing gia dudc). Nghién cdu khong nhm dénh gid

4nh hudng clia vic si dung déng thdi corticosteroid Kt Tily ihiéin, c4c phén tich

post-hoc cho thdy khang co sy khéc bigt dng k& gida cic nhom diéu trj vé s§

lugng tif vong lién quan d&n hen & nhiing bénh nhn sif dyng steraid hit khi bt

d4u nghién clu (4/6127 3 nhom ding SEREVENT (salmeterol) so vdi 3/6138 0

nhém gi dudc). S§ ca t vong lién quan dén hen & nhdém khong si dung steroid

hit1a 9/7049 & nhom ding SEREVENT (salmeterol) so vdi 0/7041 & nhdm diing

gi dugc. Hon nida, mdt phan tich gdp (meta-analysis) tif42 nghién cliu lam sang

g6m BO30 bénh nhan ding SERETIDE va 7925 bénh nhan dung FLIXOTIDE cho

théy khong cd khac bigt vé mit thang ké d6i vai c4c bi#n c8 hé hap nghism trong

hay nhap vién lign quan d&n hen giita SERETIDE va FLIXOTIDE.

Thil nghigm iamsang vdi SERETIDE

Hen

Métnghién ciu Idn trong 12 thang (Dat kiém sodt hen t8i vy, GOAL) 8 3416 bénh

nhan hen so sanh tinh hiéu qua va tinh an toan clia SERETIDE vdi ddn i lidu

diing corticosteroid dang hit trong vige dat duge nhilng muc 80 kiém sodt hen

duge xéc dinh trude d6. Diéu trj tang ting budc mdi 12 tudin cho dén khi dat duge

"Kiém soat trigt d&™ hodc diing 68n liéu thudc nghién ciu cao nhat Cén duy 1A

kiém sodt it nhat 7 trong s & tufin diéu tri sau cling. Nghién cidu nay da chi ra

réng:

s 71% bénh nhan diéu tri bAng SERETIDE dat duge 'Kidm sodthent8t” sovdi
59% bénh nhén & nhém diéu tribding dn triliéu corticostercid dang hit

*  41% bénh nhan diéu tri bing SERETIDE dat dugc 'Kiém soét hen trist 0™
0 vdi 28% bénh nhan & nhém diéu trj bing don trj lidu corticosteroid dang
hit

D& quan sét thdy cac higu qua nay & SERETIDE sdém han sa vdi corticosteroid

dang hit don tri i8u v tai liéu corticosteroid dang hi thép hon, )

Nghién cifu GOAL cling chiraréng :

»  Tylé con kich phat khi diing SERETIDE 14 thdp hon 20% so vdi didu tr bAng
don tri ligu corticostercid dang hit

*  Vigc dat dugc 'Kidm sodt hen t8t' v 'Kiém sodt hen triét & gidp cai thién
chdt lugng cudc sdng. 61% bénh nhan da bao cdo rdt it hodc khdng bi suy
giam chét lugng cudc sding, dugc dénh gid béng cic cu hdi vé chét ligng
cuc sdng chuyén biét cho bénh hen, sau khi diéu trj bing SERETIDE sovdi
8% tai thisi diém ban du.

“Kiém sodt hen 8t < 2 ngady cd diém triéu chiing én han 1 (diém triéu ching 1

duge dinh nghfia 13 'céc triéu ching cho mét théi gian ngén trong ngay), ding

SABA trong < 2 ngay va < 4 lnitufin, luu lugng thd ra dinh vao budi séng Idn hdn

hodic bling 80% midc dy dodn kim theo khéng thilc gisc véo ban dém, khéng c6

con kich phétva khiong c6 téc dung phi phéi thay dditrilidu,

"Kiém soét hen triét d8: khong con trigu chuing, khbng phdi sif dyng SABA, iy

lugng thd ra dinh vao budi sang In hon hoac bAng 80% mucdy dodn, khong thile

gidc vaoban dém, khtng cdcdn kich phétva khing o6 técdung phy phéi thay déi

trilidu.
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Hal nghién e tham nila da cho théy sy ci thién chilc néing phéi, 18 phén tram
céc ngdy khéng o6 tiéu ching vA gidm sif dyng thudc clp cdu, tai iéu
corticosteraid dang hit clia SERETIDE thép hdn 60% so vdi digu tri bing don tri
ligu corticosteroid dang hit, trong khi viéc kiém soat nén vidm dudng hé hép vin
dugc duy tn, vdiviéc ddnh gid bling sinh thiét phé quan v rila phé quén ph&nang.
Cacnghign cu bé sung 44 chira ring diéu tri bAng SERETIDE c4i thign dang ké
céic trigu chiing hen, chiic nang phdiva gidm sif dung thudic c&p cdtu so vdi didu tri
biing cac thudc riéng 18 va gia duge. Két qua tirnghién ciiu GOAL chira réing cdc
cdi thién quan s&t dugc 8 nhém ding SERETIDE, vai céc tidu chi nay, duge duy
triitnhAt 12 théing.

COPD

Céc bénh nhén bj COPD c6 trigu chiing mé khé néing héi phyc v thuc chd vén
beta-2 téc dung ngénkhng bj han ché & 10%:

C46 thil nghiém 14m sang o6 461 ching véi gia duge trong 6 thang da chi ra ring
vige sif dung thubing xuyén c& SERETIDE 50/250 va 50/500 microgram gilp cai
thign nhanh va déng ké chic nang phdi, gidm dang ké su kho tho va viéc ding
thuc gidm tridu ching. Cling o6 sy cai thién dédng ké inh trang sickhde.

Cdc bénh nhdn COPD ¢d tridu chiing duige chang minh 12 o6 dudi 10% khéd ndng
héiphucvdithuse chu vén beta-2tdc dyng ngén:

Cécthil nghiém 14m saing c8 d6i ching vél gid dugc trong 6 thang va 12 thang d3
chi ra ring viée sif dung thubng xuyén SERETIDE 50/500 microgram gitp cdi
thign nhanh v déng ké chilc nang phé, gidm ddng ké sy kho tha va vigc diing
thulic gidim iy ching. Trong mét gial doan 12 thang, nguy od cdn kich phat
COPD v nhu cu diéu trj b8 sung bing corticostercid dudng ubng da gidm dang
K&. Cling c6:su cAi thién déng ké finh trang stk khe.

SERETIDE 504500 microgram dat hiu qua trong cai thign chdc nng phéi, inh
trang siic knde va gidm nguy ¢ céc con kich phat COPD & ¢ nhiang ngudi dang
vaoamghmmusc,

mmm

TORCH I3 mdt nghién cdu kéo dai 3 ndm ddnh gid hiéu qué cla SERETIDE
Accuhaler 50/500 microgram 2 l4n/ngay, salmeterol Accuhaler 50 microgram 2
1éningay, FP Accuhaler 500 micregram 2 18n/ngéy hodc gia dugc trén tlivong do
mai nguyén nhan 4 bénh nhan COPD. Bénh nhan COPD mic d6 trung binh dén
néng ¢ FEV, < 60% mue dyf dodn binh thuding & thii diém bt d4u nghién cdu
{trudc khi dting thutic gian phé quén) duge chon ngéu nhign, vao didu tri m dbi.
Trong qud trinh nghién clu, bénh nhan dude phép ding céc ligu phép didu tr
COPD thdng thudng ngoai tnif corticostercid dang hit, thudc gidn phé quan tdc
dyng kéo dai va corticosteroid toan than kéo dal. Tinh trang s6ng cdn cla bénh
nhén tai thi diém 3 nam dugc xéc dinh voi t4t c& bénh nhan ké ca bénh nhén da
ngung diing thulic nghién cuu trudc thisi han. Tigu chi chinh 12 gidm tlt vong do
moi nguydn nhan A thai diém 3 nam siidung SERETIDE so vdigid dugc.

J Gidduge | Selmeterci 50 ] FPSI0 | SERETIDE 501500
N=1524 N=1521 N=1534 M= 1533

T vong do moi nguyén nhn tal thai 68m 3 nam

S8 ca tlr vong (%) 2 2035 248 193

{15,2%) (13.5%) (16,0%) (12,6%)

7118 nguy ca 50 vdi 0,879 1,060 0,825

Gi4 dupe (Cls) Khiing ép dung|  (0.73; 1.06) (0,88; 1.2T) 10,68; 1.?0!

Gid i p 10,180 0525 0,052

Ti b nguy co SERETIDE| 0,932 0774

S0/500 50 vai cdc thimh |Khdng dp dyng| (077, 1,13) (0,64 0.93) Khiing &p dung

phén (Cls) 048 o007

Gid trip

' Gid trj P dugc dibu chinh frong 2 phén tich gida ki vé 5o sanh hidu qua d'lln!'wﬁ!
mdtphan tich log-rank phén tng theo finh trang hit thudic.

SERETIDE giam nguy cd tif vong tai bét ki théi diém nao trong 3 nam xudng
17,5% s0 vdi nhém gid duge (1118 nguy od 0,825 (95% C1 0,68; 1,00; p=0,052; 4t
¢4 dugc didu chinh cho c4c phan tich gidla ky). Nguy od i vong tai bat ki thai diém
nao trong 3 ndm gidm 12% & nhém ding salmeterol so vdi nhdm gid dude
(p=0,180) v tang 6% & nhom diing FP so vdi nhdm gid duge (p=0,525).

Mgt phén tich hé trg ding mé hinh héi qui Cox (Cox's Proportional Hazards) dua
ra i 18 nguy co 14 0,811 (95% CI 0,670; 0,982; p=0,031) cho nhém ding
SERETIDE so vdi nhém gid dugc, thé hién milc a6 gidm 19% nguy cd b vong tai
bt ki théii diém nao trong 3 nim. M hinh dugc higu chinh dya trén cdc yéu 5
quan trong (tinh trang hut thulic, tudi, gidi, khu vye, FEV, tai thdi diém bt ddu
nghisn edu va chi s6 knéi lugng ca thé (BMI)). Khdng cb bang chilng cho thay
higu qua didu trj khac nhau do céc yéu td nay.

Ti1é phdn tram bénh nhén tlivong trong 3 nam do céc nguyén nhan lién quan dén
COPD 2 6,0% & nhém gid dugc, 6,1% & nhém ding salmeterol, 6,9% & nhdém
diing FPva4,7% d nhémding SERETIDE.

Nhém ding SERETIDE c6 i 18 con kich phét trung binh dén nang gidm 25% so
wdi nhém gid dudc (95% C: 19%-31%; p<0,001). Nhdém ding SERETIDE c6 ilé
cdn kich phat giam 12% so vdi nhém ding salmeterol (95% Cl: 5%-19%,
p=0,002) vé gidm 9% so vdi nhom diing FP {95% CI: 1%-16%, p=0,024). Nhém
diing salmeterol va nhdm FP gidm 1l 18 con kich phét déng ké so vai nhém gia
dude, An lugt 13 15% (95% CI: 7%-22%; p<0,001) v& 18% (95% CI: 11%-24%:;
p<0,001).

Chét lugng cubc sing lién quan dé&n sickhde, dugc d4nh gid theo B ciu héi vé
hé hép clia St George (SGRQY, cho thy o6 sy cai thin cda 4t ¢4 cac nhom didy
trj thudc so vdi nhém gid duge. Sy céi thign trung binh trong 3 nam cla nhém
diing SERETIDE so véi nhém gid dutc 14 -3,1 digm (95% CI: 4,1 dén -2.1;
p=<0,001), sa vdi nhém ding salmeterol 4 -2,2 diém (p<0,001) va so vdi nhém
ding FP1a-1,2diém (p=0,017).

Trong 3 ném diéu tri, gia tri FEV, & nhiing ddi tugng diéu trj bang SERETIDE cao
han so vdi nhém gi& dutc (khdc bigt trung binh trong 3 nam [a 92 mL, 95% CI: 75
108 mL, p<0,001). SERETIDE ¢ higu qué han salmeterol hodc FP trong viéc cdi
thign FEV, (khdc biét trung binh 50 mL, p<0,001 d5i vdi salmeterol v 44 mL,
p<0,001 46i vdi FP).

Trong 3 nam xé¢ sut bénh viém phéi dugc bao cdo nhu I tAc dyng phy udc tinh
1212,3% 8 nhdm gid dudc, 13,3% & nhém dung salmeterol, 18,3% & nhém ding
FP va 19,6% & nhdm ding SERETIDE (ti 18 nguy cd clla SERETIDE so vdi gid
dugc: 1,64; 95% Cl: 1,33-2,01; p<0,001). Khdng tang vé s§ Iugng tl vong do
viém phdi; 55 tlf vong trong didu trj dudc quy chil yéu 1 do nguyén nhan viém
phdilé&n lugtla 7 8 nhém gi duge, 9 nhém diing salmeterol, 138 nhdm ding FP
va 8 4 nhém ding SERETIDE. Khong c6 khéc biét dang ké vé xac sust bj gy
xudng (5,1% & nhdm gid dugc, 5,1% d nhém diing salmeterol, 5,4% & nhém ding
FP va 6,3% & nhém dung SERETIDE; ti & nguy cd clia SERETIDE so vdi gid
duge: 1,22, 95% C: 0,87-1,72; p=0,248). T1 18 g&p c4c bisn o4 b4t i vé rfi loan,
thi gidc, rli loan xudng va r8i loan tryc HPA thi thép va khdng ¢4 sy khdc nhau
gilta cc nhom. Khdng c6 bing chiing vé tang céc bign cf batgi réntim gilla c4c
nhém dung salmeterol

Cdchitic dung

SERETIDE chia salmeterol va fluticasone propionate c6 céc cd ché téc dyng
khéc nhau. Salmeterol bao vé khdi céc triéu ching, fluticasone propionate cii
thign chiic nang phéi va phdng ngila cdn Kich phét cia banh, Banh nhan dang
diéu trj d8ng thai bng chAt chil ven beta va corticosteraid hitcd thé c6 mdt phéc
@8 thudn tién hon voi SERETIDE. Co ché tac dung olia hai chAt duge ndi d8n dudi
day:

Salmeterol:

Salmeterol 1 chAt chil vAn thy thé giao cam beta-2 ¢4 tc dyng chon loc va kéo
dai (12 gids) cd chudibén dai gdn ket voimat ngodi (exceeite} cha thythl... - -
Déc diém duoc | clia salmeterol mang dén sy bao vé hidu qué hon 44i vdi canco
thét phé quén do histamine va tao ra tac dung gidn phé quan 14w dai hn, kéo dai
it nhét 14 12 gid, so véi chét chl vén beta-, téc dung ngén theo quy udc 3 lidu J8
nghi.

Thit nghiém in vitro cho thy salmeterol [a mdt chdt dc ch8 manh va kéo dai sy
gidi phong cdc chét trung gian 1 dudng bo trong phéi ngudi nhuf histamine,
leukotriene va prostaglandinD,.

O ngudi salmeterol tic ché ddp g giai doan sdmva mudn 46 vi cdc di nguyén
hit pha; sy ¢c ché giai doan mudn nay kéo dai han 30 i sau khi ding mét lidu
don khi tac dung gi&n phé quén khdng con ré nda, Mt ligu don salmeterol lam
gidm bot sy tng d4p Ung clia phé quén. Nhing dac tinh nay chi ra ring
salmeterol cbn c6 thém téc ddng khdng phai 12 gisn phé quan nhung ¥ nghialam
sang G4y il cila n6 obn chua rd rAng. Co ché nay khac vdli tc dung khang viem
cla corticosteroid.

Fluticasone proplonate:

Tai lidu khuysn cdo, fluticasone propionate dang hit c6 hoat tinh khdng viém
glucocorticoid manh tai phéi, Iam gidm tridu chiing va con kich phét clia bénh
hen, ma khéng c6 tac dung b&t Ioi ndo duge nhdn thdy nhu khi ding
corticostercid toén than.

Théng thuiing khd nng it hormone hang ngay cia v thugng than vin duy ta
trong khodng binh thuiing sudt qua trinh diu tr dai han voi fluticasone
propionate hit, ngay ¢4 @ lidu @& nghi cao nht & tré em va ngudsi idn. Sau khi
chuyén tl nhng steroid hit khdc, kha nang tiét hormon hang ngdy dén dan cdi
thién mac dis c6 sl dyng ngat quang steroid using trong qué khil v hién tai, diéu
nay cho thdy chilc nang tuyén thudng than trd vé binh thuding khi diéu tri bang
fluticasone propionate dang hit. Dy trii tuy&n thugng than clng duy tri d mdc binh
thuding sudtqua trinh diéu trj dai han, dude do bding sutang binh thuting trong thil
nghiém kich thich. Tuy nhién, bat cif sy suy gidm dy trd tuyén thudng thén nao
cdn lai i diéu tri trudc 6 c6 thé viin cbn dai ding trong mot thii gian dang ké va
lutin cén ghinhd diém nay (xem Canh bdo va Thén trong).

DUGC DONG HOC

Khéng 4 bling ching ndo & ddng vét cling nhul con ngudi ndi 1én vise sil dung
salmeterol ciing vdi fluticasone propionate dang hit am &nh hudng dén dugc
ddng hoc clia mdi thanh phén, Do d6 c6 thé xem xét dugc dong hoc clia tiing
thanh phén mét cAch rigng ré.

Trong mdt nghién cuiu bt chéo cé di chiing vdi gia dudc, dé danh gia tudng tac
gia céc thudc trén 15 ddi tugng khde manh, ding déng thai salmeterof (S0
microgram 2 I4n hit mBi ngay) va chit dc ché CYP3A4 1 ketoconazole (400 mg
mét 14n udngingay) trong 7 ngdy — k&t qua Ia lam tang dang k& ndng 49
salmeterol huy&ttudng (Cmax tang 1,4 13n; AUC tang 151&n). Khdng tang tich 0y
salmeterol khi ding liéu 1 lai. C6 3 36 tugng nit khdi viec il dyng d6ng thai
salmeterol va ketoconazole do kéo dai khodng QTc hodic dénh trdng nguyc vai
nhip xoang nhanh. Trong 12 adi ugng cbn lai, sif dung ddng théi salmeteral va
ketoconazole khang géy ra téc ddng cd y nghia I&m sang trén nhip tim, ndng dd
kali méu hoc khodng QTc. (xem phdn Canh bdo v& Than trong va phén Tuang
tdc).

Salmeterol:

Salmeterol tac dung tai chd 3 phéi vi vay néng 80 huy&t tudng khong bidu thi tic
dyng didu tri. Thém vao 06 s61iéu vé dudc ddng hac clia salmeterol cling han ché
vinh@ng khé khan k§ thust trong viéc xdc dinh thuBc trong huyét tudng do néng
4 huyét tuong & liéu didu trj dang hit rdt thép (khodng 200 picogramimi hodc
théip han). Khi sif dung déu dan salmeterol xinafoate, c6 thé phét hign théy
hydroxynaphthoic acid trong hé tufin hoan, dat ti céc néng ¢6 & trang thai &n
dinh khoang 100 nanogramiml. C4c ndng dd nay thép hdn 1000 14n so vdinhiing
néng {3 trang thai én dinh trong c4c nghién citu doc tinh. Khong théy bat et tc
dung co hagi ndo khi ding déu dan trong thdi gian dai (han 12Mng}0berd1nhan
bitdc nghén duding hé hip.

Mat nghién ciu in vitro da chiing minh salmeterol duge chuyﬁn hde khé nh|§u
thanh a-hydroxysalmeterol (qué trinh oxy hda aliphatic) bdi cytochrome P450
3A4 (CYP3A4). Mot nghién cdu ding lidu 3p lal salmeterol va erythromycin irén
nhilng nguds finh nguyén khe manh ¢ chiing minh lakhdng o6 c4c thay d8i ¢ §
nghfa 1am sang trén tdc dung dudc Iy hoe & lidu erythromycin 500 mg, 3 1n méi
ngay. Tuy nhién, trong mét nghién cdu tudng téc salmeterol-ketoconazole c6 sy
tang dang k& ndng 4% salmeterol huyét tudng. (xem phdn Canh bdo va Thén
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trong va phén Tuidngtéc).

Fluticasone propionate:

Sinh kha dung tuyét 88i cla fluticasone propionate ddi vai mdi dung cu hithign cb
dudcude tinh ti céc so sdnh nhidng dO liéu dudc ddng hoc dang hit vé dang tiém
tinh mach. & ngudi Idn khde manh, sinh kha dyng tuyét ddi udc tinh cho
fluticasone propionate Accuhaler/Diskus (7,8%), fluicasone propionate
Diskhaler (9,0%), futicasone propionate Ewvohaler (10,9%), salmeterol-
fluticasone propionate Evohaler (5,3%) va salmeterol-fiuticasone propionate
Aceuhaler/Diskus (5,5%). O bénh nhan hen hosic COPD d4 quan s4t thdy néng
i todin than cla fluticasone propionate dang hit thap han. Hap thu toan than xay
ra chil y6u qua phéi 16c du nhanh sau d6 kéo dai. Lisu hit con lai s8 duge nust
nhung chi gép phéin nhé vao hép thu toan th&n vi kha néng hba tan trong nude
kém va chuyén hoa trudc khi duge hdp thu din dén kha dung theo duiing udng
dudi 1%. Khi tang liu hit thi hdp thu toan than cling tang tuyén tinh. Fluticasona
propionate c6 hé sf thanh thai trong huyét tiong cao (1150 miipht), thé tich
phén b dntai giai doan &n dinh (khodng 300 1) vé nlia déi théi trir & giai doan cudi
khoding 8 gi&. Su g4n véi protein huy&t tueng tudng d6i cao (91%). Fluticasone
propionate thai trif rAt nhanh ra khdi hé tudn hoan, chil y&u dude chuyén héa
thanh chAt chuyén héa acid carboxylic khong cbn hoat tinh, bdi cytochrome
P450 enzyme CYP3A4.

Thanh théi & than cla fluticasone propionate 13 khong dang ké (dudi 0,2%) va it
hdn 5% dudi dang chat chuyén héa. Nén than trong khi diing phdi hdp nhiing
chét ic.ché CYP3A4 02 bidt viconguy cd ting ndng 49 toan than clia uticasone
propionate.

DOLIEU AN TOAN TIEN LAM SANG

Salmeterol xinafoate va fluticasone propionate dugc ddnh gid ring rdi trong cdc
thi nghiém ddc tinh trén dding vat B tinh déng ké chi xuat hign 4 lidu vugt qua
iu diing khuyén cdo & ngudi va nhiing dbc tinh nay duge dy dodn 14 do hoat
ddng cla chatchi van beta,-adrenoreceptor va glucocorticosteroid.

Trong nhiéu nghién clu kéo dai, salmeterol xinafoate gay cac khdi u lanh tinh &
cd tron trong céc diy chéing tli cung che phi buding tring (mesovarium) & chugt
cng va il cung & chuft nhat

Céckhdiu b ngudn gde dugely hoc thuding d& hinh thanh 3 loal gam nh&m chudt
cling. Salmeterol dugc xem |4 khéng gy nguy hai vé ung thu ddng ké no &
ngubi.

S dung déing thisi salmeterol v fluticasone propionate & ligu cao cho thay mét
vai fudng tac trén tim mach. Gohubtodng, vidm cd tim tdm nhi nhe va viém ddng
mach vanh khu trii 1 nhilng téc dyng thodng qua vé cd thé trd lai binh thuding khi
diung liéu khuyén céo. Oché, nhip tim tang sau khi dung déng thii cao hon so vdi
khi diing salmeteral riéng 18. Khdng quan sét thay c6 tc dung phy nghiém trong
naotrén 1Am s&ng trong cAc nghién clu d ngudi.

Diing dng thai thusic khéng lam thay ddi nhiing dc tinh lién quan dén loai trén
dgngvat

Khéing théy ¢ anh hudng 6ctinh khi thinghigm trén pham vi rdng cAclodi ddng
vt phai nhiém hang ngéy trong khodng thdli gian 2 nam chét ddy khing chiia
CFC, HFA134a & ndng d dang hoi réit cao, vugt xa ndng d9 st dyng cho bénh
nhan.

TINH KHONG TUOGNG THICH
Khéing o6 béo cdo.

HANDUNG
24 théng ké tifngay san xust

THANTRONG DAC BIETKHIBAO QUAN

Bongndp day dng ngam dut khodt va ddy vao dungvitri.

SERETIDE EVOHALER DC nén fugc bAo quandudi 30°C.

Trénh dong lanhva dnh sang mét trdi tryc tidp.

GiBing nhu phén 1an céc thude hit dyng trong binh diéu 4p khdc, hidu qué diéu tri
clia thufic oo thé bi gidm khi binh bj lanh.

Khéing nén d&m thiing, phé vd hoic A6t chéy binh ngay cé khi binh rBing.

DONG GOI

SERETIDE EVOHALER DC la mot hén dich cla salmeterol va fiuticasone
propionate trong ch&t d4y khong c6 CFC HFA 134a. Han dich nay duge dung
trong binh hgp kim nhdm cd gén van dinh lifu. Binh nay dudc I4p vao trong binh
xit bing nhya gan vdi 8ng phun va dugc day bAng nép ching byi. SERETIDE
EVOHALER DC o6 3 ham lugng v dugc ddng trong mdt loai binh, m&i binh cung
cdp 120 liéuit

Binh xit cé g4n bé d&m cho biét s8 nhét thufic xit cdn lai. C4 thé nhin théy con s6
nay quacitasd dmatsau clia b khdiphétbang nhya.

HUGNG DAN SUDUNGIXU LY

Kiémtrabinhxit cliaban

Trude khi sl dung 14n 64u tién, théo ndp déy Bng ngam bang cach bép nhe cac

mét ciianap, K kg binh xit, gillbinh xjt gika ngén tay ¢4i va céc ngdn tay khac voi

ngon tay céi & Gy binh, bén dudi Sng ngém va xit vao khang khi dén khi bo 6&m

chi 58 120 d& chéc chén ring binh xjt hoat ddng. N&n lc binh xjt ngay trudc khi xjt

thudc, Néu khiing sit dung binh xit trong 1 tudn hodc 13w hon, théo ndp day 8ng

ngam, 4¢ k¥ binh xitva xit mt nhét vio khong khi, M&i14n khdi ddng binh xit, con

s8trénbd dms& gidm 1.

Trong métsd tuting hgp, lam roibinh xjt o4 thé [am bé dém hogtdéng.

St dyng binh xit clia ban

1. Théondpddy dngngim biing céich bop nhe céc mat cia ndp.

2. Kiém tra binh xjt ¢4 bén trong va b&n ngodi, ké ca &ng ngam vao migng 6é
xem c6 chBndobilong ra hay khdng.

3. Licky binh xjt 4 dam béo céc vat bj long ra da dugc loai bd va céc thanh
phén thudc trong binh xjt dugetron déu.

4. Gillbinh it thdng dung gila ngdn tay c4i v c4c ngdn khac, vai vi tri ngén

tay c4id ddy, phia duti clia dng ngam.

5. Thdrahétcd dén chiing nao odn cam thay d& chiu va sau dé dua Sng ngam
vi0 miéng gila hai ham réng va khép mdi xung quanh nhung khong cin
fng ngém.

6. Ngaysaukhibat diu hitvao qua dubng miéng, &n xubng vao phin dinh clia
binh xjt 3 phéng thich salmeterol va fluticasone propionate trong khi vn
dang hitvio mdt cich déu d2n v sdu.

7. Trong khi nin thd, 14y binh xjt ra khdi miéng va tha idng ngon tay dat trén
phén dinh cha binh xjt. Tigp tuc nin thd cho dén khi cdn cAm thy dé chiu.

8. N&uban iép tyc xit thém liéu tha hai, gid binh xjt thing ding v dgi khodng
flfa phiittrude khi 1&p lai cde budc tir 3dén 7.

9. Saudé, stcmiéng bang nudcva nhd di.

10. Ngay Iap tic, day ndp binh xit lai vio ding v trl. Khi dugc I4p ding, nép s
khdp vao ddng vi rl. N&u ndp khéng khdp ddng vi trl, xoay ndp theo chidu
ngudclai vathllai, Khdng ding e qud manh.

CHU Y QUAN TRONG:

Khang thyc hién céc bude 5, 6 v 7 mpl cAch i ving. Biu quan trong I ban bt

d4u hil vao cang cham cang tdt ngay rudc khi van hanh binh xit Hay tap luyén st

dung lriBc gudng rong vaikin déu. Néu ban thiy “sudng” bic ra tir dinh ctia binh

¥jthadc hai bén khde miéng cliaban thi ban nén bt d4u laitiibudc 2.

Khi b dém chi 8 020, nén can nhic cb binh thudc mdi dé thay thé. Khi by dém

chi 55000, ban phai thay binh thuS mei, Lugng thusc con Laltmngh]nhn‘.-mé

khong di a8 cung c4p 1 liéu diing.

Bungbaogléoﬁlémhard&iwnsﬁlrénmmm&cﬂwubodémbdﬂhmhm

loai. BO dém khong thé céi datlai va dugc g4n ¢ dinhvao binh,

N&u béc 7 clia ban dua ra huéng din sl dung khéc, hay lam theo mét céch cén

than. Hay néi cho béc sTcla ban bigt néu ban cdn of bt cdvén dé khd khanndo.

Tréem:

Tré nhé c6 thé can sy gidp 48 va ngudi ldn ¢ thé gidp didu khidn binh xit cho tré.

Khuy&n khich tré thd ra va van hanh binh xit ngay sau khi tré b4t déu hit vao. Tap

st dyng ciing vdi iré. Nhing tré Idn hon hodc nhiing ngudi tay yéu nén gid binh xit

béng hai tay. DAt 2 ngon tay trd &n dinh cla binh va dat 2 ngdn tay c4i d dudidng.

ngam.

Vésinh binh xit:

Nén lam sach binh xit cia ban it nhdt mdt ln mdt tudn,

1. Thaonépddydngngém.

2. Khéngdugcldy binh kim loal chia thuc ra khéi vé boc nhya bén ngoai.

3. Lau sach mattrong va ngoai cla Gng ngdm va v boc nhua bang véi hodc
khan gidy khd.

4, Day ndp dng ngam vao ding vi tri. Khi dugc lap ding, ndp dng ngam sé
khdp vao dung vi tri, N& ndp khdng khdp ding vi tri, xoay ndp theo chidu

ngudc laiva thillai. Khong diing ic qua manh.
KHONG DE BINH CHUA THUGC BANG KIMLOAI VAONUGC.
DEXATAMTAY TREEM

BOC K¥ HUGNG DAN SUDUNG TRUGC KHIDUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC ST

SANXUAT BOI

@GIaxoSmith Kline

GlaxoWellcome, S.A.

Avda. de Extremadura,n’3

09400 - Aranda de Duero (Burgos)
TayBanNha.

SERETIDE v& EVOHALER & céc nhan higu thudng mai da dang ky cla
GlaxoSmithKline group of companies.
DyatrénIP! 16, ngay ban hanh 20 thdng 12 nam 2013.
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