Tai ligu théng tin cho cdn b y té

L ®© Evohaler
S,.'ERETIDE Accuhaler

salmeterol/fluticasone propionate

CACH SU DUNG BiNH XIT BINH LIEU

Seretide® Evohaler: 25/50 mcg, 25/125 mcg, 25/250 mcg
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dong thdi &n binh xit

CACH/SU DUNG/DUNG CU HIiT BOT KHO

Seretide® Accuhaler: 50/250mcg
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1. M6:7dét,ﬁgén cai & ranh 2. B4y can t8i da cho t6i 3. Cam accuhaler xa miéng
va day téi da vé phia xa khi nghe tiéng tach va thd ra hét muc
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. Hit vao du va sau 5. Nin th6 10 giay 4. BDong accuhaler

Luu y: Suc miéng ky ngay sau khi xjt/hit thuéc. Ngdm mét ngum nudc,
nglia cé cho t6i khi thdy trdn nha, kho ky c¢é hong, nhé ra. Lap lai 3 I4n.

S6 gidy tiép nhan ho sa dang ky tai liéu Théng tin thudc clia Cuc Quan ly Dugc-Bo Y Té: 0152/13/QLD-TT. Cap ngay: 16/04/2013
OC Ngay in tai liéu: 02/05/2013
? 1 Tai liéu nay 6 2 trang, thong tin chi tiét vé san phdm xem & trang 2.
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Tai ligu théng tin cho cdn b y té

L ® Evohaler

S E R ETI D E Accuhaler

salmeterol/fluticasone propionate
HOAT CHAT VA TRINH BAY: * Seretide® Accuhaler: Dung cu cé khudn plastic ch(ra mot vi vdi 60 tdi phong (blister) dugc phan b déu
phong chita 50mcg salmetgzrol dang salmeterol xinafoate va 250mcg fluticasone propionate. Dang bao ché: Bot hit phan liéu; Ta dugc: Lactose (c
* Seretide® Evohaler: Moi liéu xit Seretide Evohaler 25/50 mcg, 25/125 mcg, 25/250 mcg cung cép 25 mcg salmeterol (dang salmeterol xinafoate) va 50, 125
hodc 250 mcg fluticasone propionate. Dang bao ché: Hon dich xit qua dudng miéng. T4 dugc: HFA 134a

CHI PINH: Bénh tic nghen dudng dan khi c6 hdi phuc (Rever5|ble Obstructive Airways Disease-ROAD): Seretide dugc chi dinh diéu tri thudng xuyén bénh
t&c nghén dudng dan khi cé hdi phuc (ROAD), bao gdm hen & tré em va ngudi I6n, khi diéu tri két hgp (gidn phé& quan & corticosteroid xit) 1 thich hgp. Bao gom:
Bénh nhan dang diéu tri cd hiéu qua vdi liu duy tri clia chat chl van B tac dung kéo dai va corticosteroid dang hit; Bénh nhan co triéu chiing khi dang diéu tri
b&ng corticosteroid dang hit; Bénh nhan dang diu tri thudng xuyén bang thudc gidn ph& quén va can dung ca corticosteroid dang hit. Bénh phdi tdc nghén
man tinh (COPD): Seretide dugc chi dinh trong diéu tri thudng xuyén bénh ph&i tdc ngh&n man tinh (COPD) bao gém viém phé quan man va khi phé thiing va
da c6 bao cao cho thay thudc lam giam ty I€ tir vong gay ra do moi nguyén nhan.

LIEU LUQONG VA CACH DUNG: Seretide Accuhaler va Seretide evohaler chi dung dé hit va xit qua dudng miéng. Phai ding Seretide hang ngay dé dugc Igi ich
t6i uu ngay ca khi khong co triéu chu‘ng Bénh tic nghén du‘dng ho6 hap c6 hoi phuc (ROAD): Nén diéu chinh dén liéu thdp nhat ma van duy tri dugc kiém
soat triéu chitng mot cach hiéu qua. Khi trleu ching dugc kiém soat bang Seretide 2 [an/ngay thi nén chinh dén liéu Seretide thap nhat c6 hiéu qua Ia 1 [an/ngay.
Né&u bénh nhan kiém soat khdng hiéu qua béng dan tri liéu corticosteroid dang hit, diéu tri thay thé b&ng SERETIDE vdi liéu corticosteroid dang hit tu‘dng du‘dng
6 thé glup cai thién kiém soat hen, BGi véi bénh nhéan cé thé kiém soat hen bang corticosteroid dang hit dan tri liéu, diéu tri thay thé bang SERETIDE c6 thé cho
phép giam lidu corticosteroid ma van duy tri kiém soat hen.

Liéu @& nghi: - Ngugi I6n va thanh thiéu nién tir 12 tudi trd 1én: Seretide accuhaler: Mot hit (50 mcg salmeterol va 100 mcg fluticasone propionate),2 lan/ngay.Hoéc
Mot hit (50 mcg salmeterol va 250 mcg fluticasone propionate),2 lan/ngay. Hoac mot hit (50 mcg salmeterol va 500 mcg fluticasone propionate),2 lan/ngay.
Seretide evohaler: Hai nhat xit loai 25 mcg salmeterol va 50 mcg fluticasone propionate, 2 lan/ ngay. Hoac Hai nhat xit loai 25 mcg salmeterol va 125 mcg
fluticasone propionate, 2 lan/ ngay. Hodc Hai nhat xit loai 25 mcg salmeterol va 250 mcg fluticasone propionate, 2 1an/ ngay. - Ngudi I8n tir 18 tudi tré én: Tinh
an toan va kha néng dung nap c6 thé dugc so sanh khi tang gép dbi liéu G tat ca cac ham lugng SERETIDE trén ngudi 6n 1én téi 14 ngay cling tuong duong so véi
liBu quy udc 2 lan/ngay va cé thé can xem xét khi bénh nhan can diéu tri b sung corticosteroid dang hit ngén ngay (Ién téi 14 ngay) nhu trong hudng dan diéu
tri hen. - Tré em tUr 4 tudi trg Ién: + Seretide accuhaler: Mot hit (50 mcg salmeterol va 100 mcg fluticasone propionate) 2 [an/ngay. + Seretide evohaler: Hai nhat
xit loai 25 mcg salmeterol va 50 mcg fluticasone propionate, 2 [an/ngay. - Khdng cd s6 liéu vé st dung Seretide cho tré dudi 4 tudi. Bénh phaoi tacynghén man
tinh (COPD): Seretide accuhaler: Liéu dé nghi cho ngudi I6n : mot hit 50/250 mcg téi 50/500 mcg salmeterol/fluticasone propionate x2 lan/ngay. O liéu diéu tri
50/500 mcg x 2 lan/ngay, dd cé bao cdo cho thdy thudc lam giam ty |é tir vong do moi nguyén nhan. Seretide evohaler: Liéu khuyén ding: hai nhat xit
(25mcg/125meg dén 25mcg/250mceg salmeterol/fluticasone propionate)x2 Ian/ ngay. Nhém bénh nhan ddc biét: Khong can diéu chinh liéu cho bénh nhan cao
tu0| hodc bénh nhan suy than hodc suy gan.

CHONG CHI DINH: Chong ch| dinh Seretide cho bénh nhén cé tién st qué man vdi bat i thanh phan ndo cta thudc (xem phan ta derc)

THAN TRONG VA CANH BAO: Nén diéu tri ROAD theo chudng trinh bac thang va can theo ddi dap (g clia bénh nhan trén 1am sang va bang cac xét nghiém
chirc nang phdi. Seretide Accuhaler hodc Evohaler khong la thudc gidm triéu chiing cap tinh, trong trudng hgp nay can dung thudc gian phé quan tac dung nhanh
va ngdn. Can dén bac sy kham lai néu kiém sodt bénh x&u di hodc khi liéu Seretide dang dung khong a0 dé kiém soat ROAD. D8i v8i bénh nhan hen hodc COPD,
cén nhéc didu tri corticosteroid bd sung va st dung khang sinh néu con kich phét di kém nhiém khuén. Can sy theo di clia béc si khi ngling, téng hosc giam liéu
corticosteroid va nén diéu chinh liéu corticoid hit thdp nhat duy tri kiém soat bénh. Khéng nén ngu‘ng st dung Seretide dot ngot do nguy cd bi can kich phét &
bénh nhan hen va mat bu cd triéu chiing & bénh nhan COPD, bac sy giam sat glam liéu dung. Bac sy nén theo d&i kha nang xay ra viém ph0| trén bénh nhan
COPD. Than trong dung Seretide & bénh nhan bi lao phdi thé hoat dong hodc thé yén l&ng, bénh nhan bi nhiém dbc giap, bénh tim mach, ha ndng do kali huyét
thanh, bénh nhan c6 tién st bj dai thdo duding. Tac dong toan than cé thé xay ra nhung it han nhiéu khi ding corticosteroid uéng, bao gom hoi chiing Cushlng,
céc dau hiéu Cushing, rc ché thudng than, chdm ting trudng & tré em va thanh thiéu nién, giam méat do khoang xudng, duc thiy tinh thé, tdng nhan &p.Do cé
kha ndng suy giam dap (ng thugng than, nén can nhic diéu tri bang corticoid trong trudng hdp cdp clru va mot s6 tinh hudng nhat dinh cé thé gay stress, than
trong khi chuyén bénh nhan tir diéu tri steroid udng sang diéu tri fluticasone propionate hit va kiém tra chiic néng thugng than thudng xuyén. Thudng xuyén kiém
tra chiu cao cla tré khi diéu tri corticosteroid hit kéo dai. Tranh ding d6ng thai fluticasone propionate va ritonavir. C6 tang dang ké ca tir vong lién quan dén hen
@ bénh nhan dling salmeterol. Than trong s dung cac chat (fc ché€ manh CYP3A4 (vd ketoconazole) véi salmeterol do nguy cg tdng nong do salmeterol dan dén
kéo dai khoang QTc.

TUONG TAC: Tranh diing ca chét chen B chon loc va khdng chon loc & bénh nhan trir khi cé Iy do bat budc. Khdng két hgp fluticasone va ritonavir trif khi Igi ich
diéu tri vugt troi nguy cd tac dung phu toan than cla corticosteroid (hdi chtng Cushing va Uc ché thugng than). Than trong st dung két hgp cac chat Uic ché manh
cytochrome P4503A4 (nhu ketoconazole) do kha nang tang fluticasone propionate toan than. Str dung dong thdi ketoconazole va Serevent (salmeterol) lam tang
ndng do salmeterol trong huyét tu‘dng gay kéo dai khoang QTc.

THAI KY VA CHO CON BU: Chi nén can nhéc dung Seretide cho thai phu va ngudi me dang cho con bd néu Igi ich cho ngudi me 16n han bt cf nguy cd ndo co
the xay ra cho thai hodc tré.

TAC DUNG PHU: Chua ghi nhan dugc ty 1& c6 thém téc dung phu sau khi diing d6ng thdi 2 hdp chét salmeterol va fluticasone propionate. Co that phé quan nghich
ly c6 thé xuat hién cling véi tdng kho khé ngay sau khi hit. Nén diéu tri ngay 1ap tlc bang thudc gidn phé quan dang hit téc dung nhanh va ngan. Nén ngling diéu
tri Salmeterol/ fluticasone propionate Accuhaler hodc Evohaler ngay, bénh nhan nén dugc kiém tra va thay thé phudng phap diéu tri néu can thiét. Tac dung phu
lién quan tdi salmeterol hoac fluticasone propionate: - Salmeterol: run, danh trong nguc va dau dau nhung c6 khuynh hu‘dng thoang qua va thuyen glam khi dugc
diéu tri dung, c6 thé xdy ra loan nhip tim (rung tdm nhi, nhip nhanh trén that va ngoai tdm thu). R4t hiém: dau khdp, cac phan (ing qua man bao gdém phan (ing
phan vé nhu phu né, phu mach co that phé quan,shock phan vé, chudt rit, tdng dudng huyét. Khong phd bién: phat ban, kich (ng miéng hau. - Fluticasone
Propionate: khan glong va nhiém ndm candida miéng va hong (tua) & vai bénh nhan, khong phd bién phan u‘ng qua man trén da, hi€m phan u‘ng qué man nhu
phu mach (chl y&u phi mat va miéng hau),cac triéu chimg hd hap (khé thd va/hodc co that phé quan). Stc miéng b&ng nudc cd thé giam bét ca khan giong va
ndm candida sau khi dung salmeterol/fluticasone propionate Accuhaler hodc Evohaler. C6 thé g&p tac dung phu toan than: hdi chifng Cushing, cac du hiéu
Cushing, (fc ché thugng than, cham I6n & tré em va thanh thi€u nién, giam mat do khoéng xuong, duc thL’Jy tinh thé, tdng nhan &p. Rat hiém: cac phan (ng phan
vé, tdng dudng huyét, biu hién lo I&ng, réi loan g|ac ngu va thay d8i théi quen, bao goém tang hoat ddng va kich thich (cht yéu & tré em) - Th{r nghiém lam sang
Salmeterol/fluticasone propionate: C6 nhitng béo céo vé cac vét bam, tham tim du khong phd bién. Cac tac dung khong mong mudn sau thu’dng dugc bao cao:
Khan giong/ khan tiéng, kich (ng hong, dau dau, ndm candida m|eng va hong, danh tréng nguc. Viém ph0| (trén bénh nhéan bi bénh ph0| tac nghen man tinh)
BAO QUAN: - Seretide Accuhaler: bao quan ndi kho rdo, khong quéa 30°C. - Seretide Evohaler: bao quan dudi 30°C. Tranh dong lanh va anh sang mat trdi truc
ti€p. Gidng nhu phén 16n cac thudc xit dung trong binh diéu ap khac, hiéu qua didu tri clia thudc cd thé bi giam khi binh bi lanh. Khéng nén dam thing, pha v
hodc dot chay binh ngay ca khi binh rong.

SAN XUAT BOT: Seretide Accuhaler: San xuét bdi Glaxo Operations UK Limited, Priory Street, Ware, Hertfordshire, SG12 0DJ, UK. Seretide Evohaler: San xudt
bgi Glaxo Wellcome Production, Zone Industrielle No. 2, 23, rue Lavoisier, 27000 Evreux, FRANCE. Ddng goi va xudt xudng bdi: GlaxoSmithKline Australia Pty Ltd.
1061 Mountain Highway, Boronia Victoria 3155, AUSTRALIA. 5

PHAN PHOI BOT: Cong ty c6 phan Dugc liéu TW2, 24 Nguyén Thi Nghia, Q.1, Tp. H Chi Minh.

SERETIDE® la thugng hiéu cla GlaxoSmithKline group of companies.

Tai liéu tham khao: thong tin ké toa Seretide Evohaler; thong tin ké toa Seretide Accuhaler. a
DE thdng bao tac dung ngoai y clia thudc va dé biét thdng tin day du vé san pham, xin vui 1ong lién hé: VPDD GlaxoSmithKline Pte.Ltd

The Metropolitan Unit 701, 235 Dong Khdi, P.Bén Nghé, Q.1, Tp. HCM, Viét Nam - Tel: (+84-8) 38248744 - Fax: (+84-8)38248742,

Hanoi Tower Center - Unit 704, 49 Hai Ba Trung, Q.Hoan Kiém, Ha N§i, Viét Nam - Tel:(+84-4) 39362607 - Fax: (+84-4)39362608.

GlaxoSmithKline

Code: VN/SFC/0006/13



