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Thudéc nay chi sit dung theo su ké don ciia thdy thudc.
Poc ky hudng ddn sik dung trdc khi ding.
Né&u cdin thém thong tin, xin hdi ¥ kién cia bde sT

FORAIR 125 INHALER
Thudc xit Salmeterol 25 g + Fluticasone propionate 125 g

THANH PHAN:
Hoatchit: M&i liéu xit c6 chita
SallTleIerol xinafoate BP tuong dwdng vdi Salmeterol 25 pg
Fluticasone propionate BP 125 ug 3

Td duge: HFA 134A.

TACDUNG:

DUGCPONG HQC:
Salmeterol chi tic dung tai chd & phéi, do viy ndng d6 thudc trong huy€t tuong khéng bi€u thi tdc dong trong diéu tri. ThuGc du6i dang khi dung, tdc dung gidn phé quan xuit

hién sau 2 - 3 phiit. t5i da ti 5 d€n 15 phut va kéo dai 3 - 4 gidr. Nong d6 thudc trong huyét tudng thip (liéu diéu tri xdp xi 200 pg/ml hoiic it hon), dat ti da trong vong 2 - 4 gid.
Khodng 72% lugng thuSc hit vio dio thai qua nudc ti€u trong vong 24 gid, trong d6 28% khong bicn ddi va 44% di chuyén héa. Nita ddfi thdi trir cda thubc 12 3,8 gid. Do ndng d
thuéc trong huy€t twong thip nén dang khi dung it gdy tic dung phu hon dang vién hodic tiém. Do d6, dang khi dung c6 thé diing dugc & ngudsi bénh culing gidp, loan nhip tim, roi

loantuin hodn mach vanh, ting huy&t 4 p, ddi thdo duding, ngudi bénh dang ding thudc 1rc ch€ enzym monoamin oxydase.
D6 sinh kha dung ciia liéu xit théng thuding Fluticasone propionate & ngudi khoé manh khodng 10%. Phiin con lai cia liéu xitcd th€ dugc nuét nhung dnh hudng dén toan than Ia

rititdokha ning hoa tan vio dich thip va d6 chuyén hod tntde khi hip thu, k€t qud 12 sinh khd dung theo duding mi¢ng thodng 1%.

Tinh chit ciia Fluticasone propionate dugc thé hién biing do thanh thdi huyét twang cao (1150 ml/phuit), thé tich phin b6 rong (khodn 3001) va nita disi bén thdi xdp xi 8 gits. B
g4n két protein 12 91%. Fluticason dugc thii trir rit nhanh ra khdi hé twan hodn, va dugc chuy&n hod chii y&€u thanh acid carboxylic khong cdn hoat tinh bdi cytochrome P450
enzyme CYP3A4. D6 thanh thai cita thin d5i véi Fluticasone propionate 12 khong ding k€. Gin 5% liéu duge ddo thiiqua thin chii yéu dudi dang chuyén hod. Nén thin trong

khi dilng ph&i hdp véinhitng chit itc ché CYP3A4 di biétvi c6 nguy co1am ting ndng do fluticasone propionate toan thin.
PACTINHDUQJCLUCHOQC:

Salmeterol:
Salmeterol 12 mot chdtchii vin thu thé giao cim beta-2 c6 tic dung kéo dai va c6 tinh lva chon cao véi mdt chubi dai gin k&t véimitngoii (exo-site) ciia thu thé. Salmeterol tao

ra tic dung gidin ph€ quan.

Fluticasone propionate;
Tailiéu d& nghi, métliéu Fluticasone propionate dang xitc6 chifa hoat tinh khdng viém glucocorticoid manh & phéi, lam gidm triéu chitng vd cdn kich phétcia bénh hen suyén,

va it tdc dung phu hon khi diing corticosteroids todn than.

CHI PINH:
Hen suyén man tinh bao gém cd tré em va ngudi I6n, khi diéu tri két hgp (thubc gidn ph& qun va corticosteroid xit) 12 thich hgp.

Bénh phdi tit ngh&n man tinh bao gbm viém phé€ quan man tinh v khi phé€ thing.

LIEULUGNG VA CACHDUNG:

Diing theo su chi dén ciia bdc stdiéu tri.

Khong dugc ditng lai d6t ngdtkhi dang diéu tri vdi Forair
Liéudung:
Cho hen suy&n man tinh va bénh phdi tit nghén man tinh.

Bénh nhin phdi dugc thong bdo I phdi ding thudc thudng xuyén ngay cd khi khong cd tri¢u ching. B¢nh nhan cin dugc béc stkhdm thutng xuyén dé ham lugng thudc dang
diing 14 &1 vu.

Nguori lon va tré emtrén 12 tuéi: xit 2 1An/ngay.

Liéu Salmeterol 25 pg + Fluticasone propionate 125 pg khong diing cho tré dudi 12 tudi.

Nhitng b¢nhnhan ddc bi¢r: Khong didu chinh liéu d6i v4i ngudi gia hodic bgnhnhin bi suy thin.

Cachdung:

Dyng thing binh xit biing ngén trd va ngén cdi, ldc déu. Thd déu ra va € miéng binh xjt vio miéng, giifa hai ham ring.

Ngim miéng binh xit biing moi, khong duge c4n. Hoi nglta ddu vé phia sau, hit vao chim déu ddng thdi &n xit mot liéu trong khi ti€p tuc hit vdo déu va sdu.
B binh xjt ra, giff hoi thd trong vong it nhdt1a 10 gidy hay chotdilic ndo con thi'y d& chiu. Sau dé thd ra chim. '
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CHONG CHi BINH:

Bénh nhén cé tién sit mAn cdm v8i bit ot thanh phin naaciia thudc.
KHUYEN CAO VA THANTRONG:
Khong dugc dirng lai 49t ng6tkhi dang didu tri bling Forair.

Fgra ir khéng phii 1i thufc dién tri triéu chitng hen cdp tinh. Ciing nhyt vdi thudc dudng hitc
trién hay lao tiém fn.

- 3 ¥ 1 1
i li . do thudc. Nén didu tri tfc thii vdi mdt
Tuong ty nhy céc tr liéy dudng hit khdc, c6 thé xdy ra co thét ph€ quin nghich thudng vai triéu chiing kho khe gia tAng Rgay sau khi dung

: diing phudng phd p di€u tri thay khdc
thufc gidn phé quén dudng hit téc dung nhank. Nen ngimg diing salmeterol va fluticasone propionate, bénh nhin cin duge tham khim va dng ph
néu cin thiét,

N;Eu c6 dfu hiu suy truc dudi 88 - tuy€n yén - thugng thin nhurha huyét dp, budnndn,
SUDUNG CHO PHU NU CO THAI VA DPANG NUOI CON BU: !

; _ % ; khong. nhung cd salmeterol va
Cdn ctin nhic nguy co va Idi ich 483 véi bao thai tru6e khi dang Forair d6i vdi phy n mang thai. Vin chua bi€t thudc cé ti€t vdo sifa me hay khong ung

Fluticasone propionate déu ti€t vio sita chudt. Vi viy ciing cin cin nhic nguy co va lgiich 4G i tré nhd trudc khi ddng Forair d&i vdi phy nd dang

LATXE VA VANHANHMAY MOC:

Khéng o6 dnh hudng nio.

TUONG TAC THUGC: , ' :
Nén trinh diing céc thubc chen thy thé béta chon loc va khong chon loc trén bénh nhén c6 bénh 1y tic ngh&n dudng thd ¢6 thé hdi phuc dugc, trir khi c6 cdc 1y do bt bude phii
ding.

D0 ring nbng 45 Forair trong huy€t tuong rt thép, nhug khong ding cling v6i cdc chilt dc ch& manh cytochrome P450 3A4 (ritonavir), ¢6 thé gdy tic dung phy todn thin cla
corticosteroid bao gbm hoi chitng Cushing va dc ché thugng thin.

Viéc diang d4ng thd salmeterol va ketoconazol Am tang ddng ké nbng 40 salmeterol trong huy&t twong (Cmax ting 1.418nvd AUCtang 151dn).

TACDUNG PHU: : :
Céc phin tng phu vé& mat duoc 1§ cha thubc chi vin béta nhu run, dénh tréng ngye vi nhitc ddu, di duge bo cdo, nhung cdc phin ing ndy thudng thodng qua va gidm Khi da
ding thufic thudng xuyén.

Loan nhip tum (bao ghm rung nhi, nhip nhanh trén thiit vA ngoai tim thu) ¢6 thé xdy ra thudng rén b¢nh nhinnhay cim.

C6 bho cho vé triéu chifng dau khp vi phiin @ng qué miin, bao gbm ndi mén, phid v phi mach, hi€m khi cé dauco.

Fluucasone propionate:

Phin ('ng qué mln da 48 duoc biocdo.

Khin giong vh nhifm nim candida miéng vi hong c6 thé xdy ra & mdt vai bénhnhin. Cd hai tri¢u ching khin giong vA tin suit nhiém ndm candida cé th€ gidm biing cdch sic

mibng vOi nutc sau khi ding salmeterol v fluticasone propionate. Triéu ching nhi&m nfm candida ¢6 thé duge didu tri bAng thudc khdng nim tai chd trong khi viin ti€p e
diing salmeterol vi fluticasone propionate.

Tai cdc thi nghiém lm shng vé salmeterol vi fluticasone propionate, phin 'ng khéng mong mubn thuding duge bdo cdola:

Khin giong/néi kho, kich (ng hong, nhitc diu, nhilmcandida miéng vi hong va ddnh trGng ngyc.

Ghi chi: XIN THONG BAO CHO BAC SICACTACDUNG NGOAL Y GAP PHAITRONG QUA TRINH SU DUNG THUOC.
vA LI

glu hiéu vh tridu chitng khi gud liéu salmeterol I8 ring minh, dau dfu, um dip nhanh, ting huy&t dp tim thu vd ha kali huy&t. Trong trudng hgp ndy nén diing cdc thulc chen

g180 chm beta chon loc trén tim vh néa thin trong khi ddng cdc thufc ndy cho bénh nhiin c6 tién sif bj co thit ph& quin.

Qui héu Flutcasone propionaie o6 thé dlhn A€n sy e ché tam thdi tryc ha d6i- tuyén yén-thugng thin, tuy nhién tinh trang nay sé qua di sau mdt vaingdy.

TIEU CHUAN CHAT LUGNG: Nhi sin xuflt

BA O QUAN: Gitf thubc dudi 30°C. Khdng dutic 3dng lanh.

pE THUOC TRANH XA TAMTAY CUATRE.

HAN SUDUNG: 24 thing. Sau khi md nfp han diing cda thulc khong thay d6i.

KHONG DUNG THUOC QUA HAN SUDUNG GHI TREN NHAN.

QUY CACH PONG GOI:

Hop chita | binh xit (120 liéu)

lao ti€n
hita corticosteroid khdc, Fomir nén dugc ding thin trong trén bénh nhin lao

nén, chéng mathodc yéumét, nénngiing thudc hodc gidm sd ldn ddng.

Sin xultbdi:
CADILA HEALTHCARELTD

Sarkhej-Bavia N. H. No. 8A. Moraiya,
Tal Sanand, Ahmedabad 382 210, AnDS.




