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Each actuation delivers :
Beclometasone Dipropionate
Anhydrous EP

Excipients :

Ethanol BP 14.0%w/w (20%v/v)
QOleic Acid USPNF Propellant 1,1,1,2
Tetrafluoro Ethane (HFA 134a)

Directions for use

100 pg

Refer to the enclosed leaflet before use.

Do not exceed the recommended dose.

WARNINGS :The metal canister is
pressurized. Do not use or store near
heat or open flame. Exposure to
temperatures above 120°F may cause
bursting. Never throw container into fire
or incinerator even when apparently
empty. Avoid spraying in eyes.
indications, Administration and
Contraindications:

See the package insert.

Specification: BP 2010
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Manufactured by :

G Glenmark

PHARMACEUTICALS LTD.
(Unit H) Village Kishanpura,
Baddi - Nalagarh Road,

Tehsil Nalagarh, Distt. Solan,/

(H.P.)- 174 101, India.
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HUGNG DAN SU DUNG

Poc ki hwong din sir dung trwée khi ding. Néu cin thém thong tin, xin héi y kién bac si.
Thuéc nay chi ding theo don cia bac si.

) COMBIWAVE B 100
Thuoc hit Beclometason dang phun swong

THANH PHAN:

Combiwave B 100

Mdi lan xit chira: Beclometason dipropionat 100 mcg
Ta dwgc: ethanol, acid oleic, 1,1,1,2-tetrafluoroethan

DUQC LUC HOC:

Beclometason dlproplonat la mét corticosteroid tong hop c6 tic dung glucocorticoid manh va tac dung
mineralocorticoid yéu. Khi uong, beclometason ¢6 tac dung chong viém manh hon hydrocortison 6 - 7 !an
khi dung tai chd thi tic dung chéng viém con manh hon rat nhleu Beclometason tuy khong c6 tac dung cit
con hen cap tinh, nhung rt quan trong trong diéu tri du phong can thiét dé ngan ngura dugce bénh. Dé diéu

A

tri ¢4t con hen, phai dua trude hét vao thubc gian phé quan tac dung ngﬁn thi du salbutamol hit. V&i /2% ;

fra s VA

nhirng liéu beclometason hang ngiy khéng qua 1500 microgam, khong thdy c¢6 su tc ché thuong than [«
dang ke & phéan 16n ngudi bénh. Véi liéu hang ngay 2000 microgam; 6 su gidm cortisol huyét trong ¢ ‘ifﬁ

mot s6 ngudi. Beclometason ding dé ngan chin bénh nhlm}r/khong ¢6 tac dung chdng con hen cap \;-\._\”::'-\q.f

tinh. U'l O

Téac dung chong viém cua beclometason ¢ miii khi ding u’érng phun mii cling manh trong khi tadc dung \:;
toan than thap Téac dung nay dugce ding dé diéu tri viém mii.

DUQC PONG HOC:

Beclometason & dang khi dung khi hit s€ vao dudng hd hap va it nhét 10% liéu hit t6i cac khi dao dudi dé
tac dung O phe quan va cic tiéu phé quan. M6t phan cua liéu thube thuong bi nudt. Luong beclometason
dipropionat hdp thu vao méu tir dudng ho hép sé& bi chuyén hoa va mét hoat tinh rét nhanh, thuéc va cac
chit chuyen hoa khéng bi tich liy ¢ cac md. Piéu nay giai thich vi sao tac dung khéng mong mubn trén
toan than thap khi diing liéu c6 tac dung chéng viém manh & dudng hé hip.

CHI PINH:

Diéu tri du phong con hen tir nhe dén ning & nguoi 16n va tré em.

Phong hen phé quan cho nhiéu di tugng:

Ngudi bénh hen nhe ma thube gian phé quan da trd nén kém hiéu luc.

Ngudi bénh hen vira phai ma khong con kiém soat duoe day du bang natri cromoglycat cong thém thude
gian phé quan. |

Ngudi bénh hen ndng phai phy thudc vao corticoid dung dudng toan than hodc ACTH dé kiém soat
bénh. Khi chuyén sang dung beclometason dipropionat, nhiéu ngudi c6 thé giam liéu hoic théi udng
corticoid.

Tré em, trong céc trudng hop cin diéu tri du phong hen.

Phong va diéu tri viém miii di trng theo mua hodc quanh nam, chirng s6 miii mua, viém mii van mach;
phong tai phat polyp miii sau khi d cét bo bang phau thuat.

LIEU LUQGNG VA CACH DUNG:

Nén dung lidu khoi dau tuy thudc vao d§ ndng cua bénh, sau do tang dan dén khi cac triéu ching dugce
kiém soat, hodc giam dén mirc tdi thiéu van ¢ tac dung.

Nguoi Iém va tre em trén 12 tuoi:

Hen nhe: 200-600 mcg/ngay chia 1am nhiéu lan

Hen vira: 600-1000 mcg/ngay chia 1am nhiéu lan

Hen ning: 1000-2000 mcg/ngay chia 1am nhiéu Ian.

Tre em 4 tuoi tro lén: ~

Liéu hang ngay tity thudc theo tudi va triéu ching bénh, t&i da 1a 400 mcg/ngay, chia 1am nhiéu lan.




Cn giam sat thudng ky tinh trang cta tré khi ding kéo dai corticoid.

CHONG CHI PINH:

Céc bénh nhin qua man cam vdi beclometason hay bt cir thanh phén nao ciia thude.

Bénh nhén bi lao ph01 hay lao phéi tiém 4n, nhidm vi khudn, ndm hay virus va chi dung khi cic bénh nhin
nay dang duoc diéu trj thich hop céc bénh néi trén.

CANH BAO VA THAN TRQNG:

Khéng duge ding thude xijt Beclometason dé diéu tri con hen cAp khi cin céc can thiép khin cip, khi dé
can dang cac thudc gidn phé quan tdc dung nhanh.

Thuéc xit corticosteroid ¢ thé giy ra tac dung toan thén, dic biét khi dung lidu cao hay thoi gian kéo dai.
Céc tic dung ndy it xay ra hon so v&i ding corticosteroid dudng udng, ¢ thé bao gdm suy thugng than,
cham 16n & tré, giam mat dd xuong va thién du théng. Do d6 cén ding lidu thép nhit cé tic dung cho
bénh nhdin.

Chuyén tir corticosteroid dang uong sang dang xit:

Viée chuyén tir corticosteroid dang udng sang dang xit can rit than trong vi viéc hdi phuc cac chirc nang
thugng than suy giam sau khi diing corticoid kéo dii mét nhiéu théi gian.

Bénh nhén da dung corticoid toan thin trong thoi gian dai va lidu cao ¢6 thé bj ire ché tuyén thirong than.
V&i cdc bénh nhin ndy, cin gidm st thurdmg xuyén chic ning tuyén thuong than vi vide giam lidu
corticosteroid todn thin cin dirgc thuc hién than trong.

Bénh nhén chuycn tir comcostermd dang udng sang dang xit va nhitng bénh nhin chirc nang thugng than
suy giam cAn mang thé canh bdo riang ho ¢6 thé cn dung corticoid dudng udng trong cic tinh hudng nhur
con hen ning 1én, nhiém khuén long ngirc, phéu thudt, chin thuong.

Viée chuyén tir corticosteroid dang udng sang dang xit d6i khi 1am 16 ra cac bénh di img nhu viém miii di
img hodc eczema ma trurde d6 bi kiém sodt boi steroid ding udng.

Co thit phé quan nghich thudng véi sir ting dot ngdt thd kho khé hodc cac triéu ching co thét phé quén
sau khi xit thudc can phai duge diéu tri bing xit mét thubc giin phé quan tac dung ngin. Can danh gid tinh
trang bénh nhan va tii sir dung thude xit Beclometason chi khi d danh gid k¥ ludng lgi ich 1dn hon nguy
co. Cén nhd ¢6 méi lién quan gitra 4§ ndng ctia hen va sir nhay cam cip tinh ctia phé quan.

TUONG TAC THUOC:

Chua cé teong tac nao durge bao céo.

Suy gan: Khong can diéu chinh liéu cho bénh nhan suy gan va ngudi cao tudi.

Suy than: Khéng cin didu chinh liéu cho bénh nhén suy than va ngudi cao tudi.

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

Anh huwéng di véi kha ning li xe hay van hinh mdy mée: Khong c6 anh hudng gi dic biét.

TAC DUNG KHONG MONG MUON:

Candida & ving miéng va hong (tua) c¢é thé xay ra & mot s6 bénh nhén, ty 1é mic tang lén khi ding liéu
cao hon 400 meg/ngdy. Sic miéng voi nudce sau khi Xit ¢6 thé 1am gidm tinh trang ndy. Nhim candida ¢6
thé diéu tri bang thude chdéng ndm ngoai da trong khi tiép tuc dung thudc xjt Beclometason. V& mot vai
bénh nhan, Beclometason ¢6 thé gdy kich ng hong, ¢ thé khic phuc bing cach suc hong véi nude sau
khi xit thudc. C6 thé ding thiét bi hit riéng,

Phan (ing qua man bao gdm ndi ban, may day, ngira, ban do, phil mat, mat, méi va hong da duge bao cao.
C6 thé ¢6 tac dung toan than nhwr suy thugng thin, chdm kén & tré em, giam mit 46 xuong, duc thuy tinh
thé va thién dau thdng.

QUA LIEU:

Cdp tinh: Hit thude qua liéu khuyén céo ¢ thé din dén suy tuyén thuong théan tam théi. Véi cc bénh
nhin nay, cin tiép tuc ding thude xit Beclometason véi lidu vira di dé kiém soat hen, chirc ning thugng
than s& phuc hdi sau vai ngay vi ¢é thé xac dinh bang cach do cortisol trong mu.
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Truong dfen Dung thube xit Beclometason voi lidu cao hon lSOOmcg/ngay trong nhiéu ngay c6 thé dan
den suy tuyén thuong than. Can tlcp tuc diing thude xit Beclometason véi lidu vira dii dé kiém soét hen, va
cén kiém tra sur phuc hoi ctia tuyén thugng thén.

BAO QUAN: Bao quan ¢ nhiét do khong qua 30°C. Tranh dong lanh. Dé ngoai tim tay tré em.
TRINH BAY: Hop 1 binh xit x 200 lidu hit dang phun suong.
Tiéu chuén: BP 2010.

Han diing: 24 thang ké tir ngay san xuét. Khéng dung thudc qua han sir dung.

Cich ding binh xit ma khong cin may xit Spacer:
1. Lac k¥ binh xit ngay truéc khi dung Kiém tra binh xit: Néu ban dung binh xit 1in déu hodc khéng sir
dung bmh Xit tur 2 ngay tro len can xlt thr. Bam binh xit 4 lan vao khong khi.

2. Bo nap day. Kiém tra chic chin rang ddu xit gin chat vao binh xit.

3. Giit binh xit [n ngugc va dé ngén cai 1én day binh. Dat 1 hodc 2 ngén tay vao du binh. Thé manh ra
qua miéng dé téng hét khong khi ra khoi phdi cing nhidu cang tét. Sau do6 dit miéng binh xit vdo miéng
gitra 2 ham rang.

4. Ngam mdi lai nhung khong can binh, hoi nga diu ra sau. Bit dau hit vao chdm qua miéng, bim binh xit
va hit vao sau.

5 Bo binh xit ra khéi miéng va giir khong khi trong phbi trong 10 gidy hodc trong thoi gian cang laLLr,f,
tt. Tho ra chim. ,
Luwu ¥: cdn stc miéng vdi nude sau khi hit thude. Néu cin thém liéu nira, doi it nhit mot phat rdi Ia[:)'ial\ A
céc budc xit tir 2 dén 5. Pay nép binh. )D !
Cho vai lan dau tién sir dung, c6 thé tap lam trudc guong. Néu thiy nude chay & ddu binh xit hay bqn
miéng thi 12 xit khong duoc. Can 1am lai cac bude 2-5. /00
Tré em: Nén dung binh xit dudi sy giam sat cua ngudi lon.
Rira binh: Rira binh xit it nhat 1 1dn m&i ngay:

1. Kéo binh xit kim loai khoi vo nhuwa. Bé nép.

2. Rira sach vo nhya va nip bing nudc sach.

3. Lam khd nhung tranh dé qua nong.

4. Lap lai

5. Bdo quan & noi sach sé€

Virt bo binh xit sau khi da dang da 200 liéu.

San xuét boi: GLENMARK PHARMACEUTICALS LTD.
(Unit II), Village Kishanpura, Baddi - Nalagarh‘Road,
Tehsil Nalagarh, Distt. Solan, (H.P.) - 174 101, An D6.
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Tént Znur: /rlvlastava
AGe-damh: Truéng VPDD tai Viét Nam
GLENMARK PHARMACEUTICALS LTD.
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