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1 ol Doc k§ huong din s& dung trirde khi diing
Néu cin thém théng tin, xin héi ¥ kién bac si. Thudc nay chi diing theo domn ciia bie si.

COMBIWAVE SF 50/125/250
Thudc hit Salmeterol & Fluticason dang khi dung

THANH PHAN:

Combiwave SF 50: Mdi lan hit chira

Salmeterol xinafoat twong duong vaéi salmeterol 25 meg
Fluticason propionat 50 meg

Combiwave SF 125: Mbi lan hit chira

Salmeterol xinafoat twong dwong voi salmetercl 25 meg
Fluticason propionat 125 mcg

Combiwave SF 250: Mdi ian hit chira

Salmeterol xinafoat tuong duong vaoi salmeterel 25 meg
Fluticason propionat 250 meg

Ta dwge: PEG 1000; 1,1,1,2-Tetrafluoroethan

DUQC LUC HQC:

Salmeterol xinafoat la mdt thudc co tac dung kich thich chon loc cde thy thé beta, tic dung dai. So véi
salbutamol, salmeterol bét diu tac dung chim hon nhung c6 hiéu qua chéng co thit phé quan manh hon
va thol gian gifin phé quan dai hon trong khodng 12 gio.

Trong &ng nghiém, salmeterol 1a mét chét ic ché manh va kéo dai viée giai phong cdc chét trung gian té
bao mast nhu histamin, leukotrien va prostaglandin D2 tir mé phdi clia ngudsi.

Salmeterol ciing bc ché chc dap tng giai doan sém va mudn véi cac chat giy di ang hit phai, vai tac
dung trc ché kéo dai trong vong 30 gid sau khi diing don liéu ngay ca khi tac dung gisin (phe quan da hét.
Fluticason propionat 1a mét corticosteroid tdng hop chira 3 nguyen tvr flo, ¢ tac dung‘o‘h g/vlcrn manh.
Tac dung chong viém manh cua fluticason glup cai thién kiém sodt cac tridu chlmg h\} \ya giam duge
liéu ctia cac thude khac nhur cac thubc giin phé quan. Nhimg nguoi bénh hen ma cén phal dung chét chu
van beta 2 - adrenergic nhu salbutamol hodc terbutalin tir 4 lan/tuan trd 18n, cling cin phai diéu tri lau
dai véi glucocorticoid theo dudng hit, va nén chon nhitng glucocorticoid ¢6 tac dung toan than rat it nhur
fluticason propionat.

DUQC DONG HOC:

Salmeterol: Khi dung dang khi dung, thude tip trung chi yéu & phdi, ndng 3o thudc trong huyét tuong
rét thip, khoang gan 200 pg/ml hodc it hon. Salmeterol lién két manh véi protein huyét tuong tir 95%
dén 98%. Salmeterol dénh diu phéng xa khi udng thai trir chdm khoi huyét tuong, véi t1/2 khoang 67
gio, thai trir chi yéu qua phan va mot phén gua nude tiéu. Hydroxyl hda 1 duémg chuyén hoa chinh cia
salmeterol o nguroi.

87-100% liéu fluticason uong dwoc thai trir qua phén, khoang 75% o dang khong chuyén héa. Fluticason
thanh thai nhanh khéi huyet thanh do chuyén héa budc diu qua gan cao. Thoi gian ban thai trong huyet
tuong la khoang 3 gid, thé tich phan b khoang 2501 Fluticason c6 chuyén héa bude diu qua gan rat
16m, dan dén sinh kha dung toan thén rat thap. Piéu dé lam giam nguy co tac dung phu toan than sau khi
diing thude theo dudng hit, ngay ca khi hit véi 1idu rat cao.

CHI PINH: . ' ,
Piéu tri hen dai han khi can két hop giira mét thude gidn phé quin va mét corticosteroid, bao gom:
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- cac bénh nhan dang dung lidu duy tri 1 thudc kich thich beta, tic dung kéo dai va mot thube
corticosteroid dudmg hit,

- cdc bénh nhan vin ¢6 tridu chimg hen khi dang ding corticosteroid durong hit,

- bét déu trj liéu duy tri véi cac bénh nhan bi hen dai dang mirc d6 vira ma khéng kiém soat duoc ot
v&i cac thue cdt con hen, va cac bénh nhan bi khé thd va céc triéu ching khac thuong xuyén can
phai ding cac thude cit con hen méi ngay.

LIEU LUQGNG VA CACH DUNG:

Ngudi I6m va tré em trén 12 tudi:

Liéu thong thuong dé diéu vi hen: Hit 2 1iéu mdi lan, 2 1an mdi ngay. Nén dang ham lrong thip nhat cé
thé. Bac si can danh gia thuong xuyén bénh nhan va quyét dinh cho dung loai Combiwave SF ham
lrgng nao.

Liéu khoi dau ¢ diéu tri duy tri chumg hen dai dang mirc dg vira: Combiwave SF 50 hit 2 liéu mai 14n,
2 lan m&i ngay.

Tré em trén 4 tudi: Combiwave SF 50 hit m&i lan 2 liéu, 2 [an mai ngay.

Diéu tri duy tri:

Cén kiém tra cac bénh nhéan bit dau ding thudc hit salmeterol xinafoat/fluticason dé diéu tri duy tri sau
6 dén 12 tuin. O cac bénh nhan hen 43 duoc kiém soat va 6n dinh, khuyén nén ngimg salmeterol va chi
diing thubc hit corticosteroid. Nén kiém tra thurong xuyén bénh nhan va diéu chinh liéu dén mirc thip
nhét ¢6 tic dung.

CHONG CHi DINH:

Céc bénh nhan qua mén cam véi salmeterol, fluticason hay bét cir thanh phan nao cta thude.

Khéng diung cho tré dudi 4 tudi.

Khéng sir dung thudc vdi muce dich lam giam co thit phé quan cdp cho ngudi bén

Khéng dung lam thude dau tién dé dicu tri con hen nang hoac nhimg giai doal’a: hen cﬁp khac can phai
dung nhitng bién phip manh.

Khéng sir dung thude vao niém mac mili cho viém miii khong dj ang.

CANH BAO VA THAN TRONG:

Thudc hit salmeterol & fluticason dang khi dung khéng dugc dung dé cit con hen cdp, ma duge ding dé
diéu tri hen dai han, vi thé mot sé bénh nhan can ding salmeterol hit riéng dé cit con hen cép

Bénh nhén da ding corticoid toan thén trong vai thang trudc d6 can theo doi dac biét dé hé tuyen yén-
dudi dbi-thuong than hoi phuc. Cac bénh nhén nay ciing can ding corticoid dudng udng trong cip cliu
khi tic nghén dudng thé niing.

Nhimg nguoi sir dung fluticason propionat vai thang hodc lau hon c6 thé bj nhiém nam Candida hoic
nhimg dau hiéu khac ciia ADR trén niém mac miii (khi ding thudc phun miii) hoac nhiém ném Candida
& hong (khi ding theo duong hit dé diéu tri hen). Khi nhiém nam phat trién, can diéu trj tai chd hodc
toan than cho ngudi bénh.

Nén than trong khi dung corticosteroid theo durong h6 hap cho ngudi nhiém lao thé an hodic hoat dong 6
dudmg hd hip.

Vi glucocorticoid (rc ché qué trinh lanh vét thuong, nhitng ngudi vira méi bi loét vach miii, phiu thuat
miii hoac chén thwong mili khéng nén sir dung fluticason propionat cho dén khi lanh vét thuong,

TUONG TAC THUOC:
Salmeterol: ) )
Khoéng dung cung thude hit salmeterol v61 cde thudce chen beta khéng chon loc nhu propranolol.
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Céc chét irc ché manh CYP3A4: Khéng ding ciing salmeterol vai ketoconazol vi nguy co ting tic dung
toan than cta salmeterol. Ciing ¢d nguy co tuong tw véi cac thude fic ché CYP3A4 manh khéc nhur
itraconazol, telithromycin va ritonavir.

Céc chat 1rc ché trung binh CYP3A4: ding clng erythromycin udng 3 lan mdi ngay véi hit salmeterol 2
lan mdi ngay din dén su ting nhe khong dang ké phoi nhiém salmeterol tinh theo Cmax va AUC nhung
khéng c6 kém tac dung bt lgi nghidm trong nio.

Fluticason:

Pi cO bao cdo twong tic thude ¢ bénh nhin dung fluticasone hit va ritonavir, mét chit rc ché
cytochrome P450 3A4 manh, déin dén tac dung toan than cia corlicosteroid bao gﬁrm héi chimg Cushing
va irc ché thirgng thdn. Khéng ding cung fluticason va ritonavir, trir khi thue su can thiét.

Céc chat re ché cytochrome P450 3A4 khac gdy ting khéng dang ké (véi erythromycm) va ting nhe
(v6i ketoconazol) phoi nhidm toan than cia fluticason ma khong lam giam dang ké ndng dd cortisol
huyét thanh.

Céan than trong khi ding cing cac chét (rc ché cytochrome P450 3A4 manh nhu ketoconazol véi
fluticason.

Phu nir c6 thai/cho con bu:
Chi dung che phu nir ¢6 thai va cho con b néu lgi ich thu duge 16n hon nguy co cho thai nhi va tré so
sinh.

Anh hwing dbi véi kha ning l4i xe hay vin hanh may méc:
Can than trong vi thubce cé thé giy dau diu, kich d6ng...

TAC DUNG KHONG MONG MUON:

Co thit phé quan nghich thuong c6 thé xdy ra véi su tang tho kho khé ngay lap tire sau khi hit thude.
Cén diéu tr bang mot thude gifin phé quan tic dung nhanh, ngimg dung salmeterol/fluticason ph01 hop,
va danh gia bénh nhan dé c6 liéu phap thay thé phu hop.

Céc tac dung khéng mong mudn cua salmeterol hodc fluticason duoc ghi dudi diy:

Thuong gap, ADR > 1/100

Puong hé héap: Nhiém nam Candida hong miéng, kich thich hong, viém hong,\t_ﬁqﬁng khan, ngat mili,
viém xoang, chay nréc mili, dau xoang miii, tén thuong ¢ miéng giéng nhiém GaMda nhiém khuan
dudng hé hip trén.

Khéc: Dau diu, run, danh tréng nguc.

It gap. 1/1000 < ADR < 1/100
Buong hé hap: Hat hoi, chay mi, kh6 mii, viém xoang, viém phe quan, loét miii, ton thuong vach miii.
Khéc: Chéng mit, bénh vé mit, vi khé chiu, budn nén, non, ndi may day, nhip tim nhanh.

Hiém gap, ADR < 1/1000
BPuémg hé hip: Nhiém ndm Candida & miii va/hoic hong, co that phé quan.
Khée: Puc thiy tinh thé, gléesm, dau dau, lo u, bdn chdn.

Hudng din cach xir tri ADR )
Hit thuoc, khi dudng hé hép tang phan Ung, c6 thé gy kich dng khong dic hiéu, vi viy cAn phai hit
salbutamol hodc terbutalin dé thong thoang dudng thd trudc khi hit ghucocorticoid.




Khan tleng do nhiém nim Candida & hong miéng 13 tac dung phu thuong gép. Co thé giam nguy co
nhiém nim Candida bang cach sic miéng va hong véi nude sau mdi lan hit thude va bang cich ding
budng hit d& giam dong thubc ¢ khoang miéng,

Can quan tam dac biét ddi véi nhimg ngudi bénh chuyén tir dung corticosteroid ton than sang ding
fluticason propionat duéng ho hap v cén theo ddi can thin kha ning suy tuyén thuong than cdp vi da
xay ra tir vong do suy thuong than ¢ ngudi bi hen khi chuyén tir ding corticosteroid toan than sang ding
corticosteroid theo duong hit it ¢d tic dung toan thin hon.

Gidng nhir vé&i cdce thube khac diéu tri hen ding theo dudng hit, cd thé xay ra co thit phe quan ¢6 tho
kho khe ting lén ngay lap tirc sau khi dung fluticason propionat. Néu xiy ra co that phé quan sau khi
ding thude, phai diu tri ngay bang thubc gian phé quan c6 tic dung nhanh theo duong hit, ngimg
fluticason propionat va thiét lap diéu tri thay thé.

Néu co déu hiéu suy tryc dudi dbi - tuyén yén - thugng thin nhir ha huyét 4ap, budn nén, nbn, chéng mit
hoic yéu mét, nén ngimg thubc hodc giam sb 1in dung.

QUA LIEU:

Dung qua lidu fluticason c6 thé din dén e ché truc HPA va thudng hdi phuc sau vai ngay.

Céc triéu ching qua liéu salmeterol bao gém céc triéu chimg kich thich qua mirc beta-adrenergic nhur
run rdy, dau déu, nhip tim nhanh, ting huyét 4p tdm thu, ha kali huyét va ting glucose huyét. Thude
chéng déc 1a cac thude chen beta chon loc.

BAO QUAN: , v ‘
Bao quan & nhiét 4§ khdng qua 30°C. Khong dé dong lanh. Dé ngoai tam tay tré em.

TRINH BAY: Hép 1 binh xit 120 lidu
Tiéu chuin: Nha san xuat.

Han diing: 24 thang ké tir ngay san xuat. Khdng dimg thudc qud han s dung.
Théng bdo cho bdc s7 nhitng tac dung khéng mong muon gdp phai khi sur dung thudc.

Cach dung binh xit ma khong can may hit Spacer:

1. Lic ky binh xit ngay trude khi dung Kiém tra binh xit: Néu ban ding b’i[@\x it lan’ddu hoac khéng sir
dung binh xit tir 2 ngay tr¢ 1én, can xit thr. Bam binh xit 4 1an vio khong-’km/

2. Boé nap ddy. Kiém tra chac chin rang dau xit gan chat vao binh xit. "

3. Gii¥ binh xit 16n nguroc va dé ngén cai 1én day binh. Pat 1 hodc 2 ngon tay vao dau binh. Thé manh
ra qua miéng dé téng hét khong khi ra khoi phéi cang nhiéu cang t6t. Sau d6 dit miéng binh xjt vao
miéng gitta 2 ham rang.

4. Ngam mbi lai nhung khéng cén binh, hoi nga déu ra sau. Bit dau hit vao cham qua miéng, bdm binh
xit va hit vao sdu,

5. Bo binh xit ra khoi miéng va giir khong khi trong phdi trong 10 gidy hoac trong thoi gian cang 1au
cang tét, Tho ra chim.

Lwru ¥: can sic miéng voi nudc sau khi hit thube. Néu can thém lidu nita, doi it nhat mot phat 101 lap lai
cae burde hit tir 2 dén 5. Pay ndp binh.

Cho vai lan diu tién sir dung, ¢4 thé tap lam trude guong, Néu thay nuée chay & dan binh xit hay bén
miéng thi la hit khéng duge. Cén lam lai cac bude 2-5.

Tré em: Nén ding binh xit dudi su giam sat cia nguoi lon.




Rira binh: Rira binh xit it nhat 1 in m3i ngay:
1. Kéo binh xit kim loai khoi vo nhua. Bo nip.
2. Rira sach vo nhua va na'ip bfmg nudc sach.

3. Lam kh6 nhung tranh dé qua néng.

4. Lap lai

5. Bao quan ¢ noi sach sé

Virt bo binh xit sau khi da dang du 120 liéu.

San xuat boi:
GLENMARK PHARMACEUTICALS LTD.
(Ulyt'f@)t Kishanpura, Baddi-Na
T,éhsﬁ/Nal—galE\gg\ tt. Solan, (HLP.)-174
&/ VAN PHONG

in 'qd

Cﬁuc danh: Trucmg VPDBD tai Viét Nam
GLENMARK PHARMACEUTICALS LTD

TUQ. CUC TRUONG
P TRUGNG PHONG
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