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RELPESOM

(Hon dich xit miii 50 ug beclometigse

Hefdase”
O'C P‘gf{l
Ssgiy,

Thuéc nay chi dimg theo don thudc.

Dé xa tam tay tré em.

Poc kv hiwémg dan sir dung trieée khi ding.
Thuoc XIt mii.

Lac ky trueée khi dimg.

THANH PHAN CONG THUC THUOC

Modi 1ml hén dich chira

Thanh phan hoat chat: Beclometason dipropionat .................... 0,555 mg

(mdi liéu xit chira 0,050 mg beclometason dipropionat)

Thanh phc”}n ti duwge: Polysorbat 80, glucose khan, dispersible cellulose (Avicel RC 3591),
benzalkonium clorid, dung dich natri hydroxyd (1M), dung dich acid hydrocloric (1M), nudc tinh
khiét.

DANG BAO CHE: Hdn dich xit mii.

MBS ta: Hon dich mau gin tring dén tring.

CHI DINH

Phong va di¢u tri viém mii di ing theo mia hodc quanh nim, bao goém ca bénh khé mii va viém mii
vin mach. Beclometason dipropionat c¢é tic dung chong viém manh trong dudmg ho hﬁp, voi ty I
xuit hién va mire do nghiém trong cia cac tac dung khéng mong mudn thip hon so vdéi nhimg tac
dung khéng mong mudn quan sét thziy khi dung corticosteroid toan than.

CACH DUNG, LIEU DUNG

Cdch dung:

Xit mii.

Liéu ding:

Ngtedi Iém va tré em trén 6 tuoi:

Liéu lugng khuyén cdo 1a 2 lan xit/1d mii x 2 lan/ ngay (400 microgam/ngay).

Khi kiém sodt da dugc tinh trang, co thé duy tri dang thudc véi it lan xit thude hon.

Liéu 1 lan xit/ld miii x 2 lan/ ngay (budi séng va budi ti) da duge chimg minh 1a ¢é hidu qua & mét
s6 bénh nhan. Tuy nhién, cic triéu ching s& tii phit, bénh nhin nén xit thude vai lidu lugng khuyén
cdo 1a 2 14n xit/1d miii x 2 1an/ ngay (budi sang va budi té1). Lidu tdi thidu nén duoc sir dung dé duy
tri viéc kiém sodt hiéu qua cac triéu chung. Téng luong thuée hang ngay thudong khéng duge vuot
qua 8 1an xit.

Pé c6 ddy da hiéu qua diéu tri, viée sir dung thudmg xuyén 1a diéu cin thiét.

Bénh nhén can tudn tha lidu lrgng thong thuong va can duge giai thich ring co thé khong dat dugce

mirc thuyén gidm téi da trong vai lan sir dung déu tién.
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Tre em duwoi 6 tuoi:

Khong ¢6 du dit liéu 1am sang dé khuyén cdo sir dung.

CHONG CHI PINH
Chéng chi dinh sir dung cho ngudi ¢o tién sir qua man vdi beclomethason dipropionat hodc véi bat

cir thanh phén nao trong céng thirc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tac dyng toan thdn caa corticosteroid dudng mui co thé xdy ra, dac biét la liéu cao duge ké don
trong thoi gian dai. Nhimg tac dung nay it xay ra hon nhiéu so vdi corticosteroid dudmg uéng va c6
thé khac nhau o tirng bénh nhin va giira cic ché phflm corticosteroid khac nhau. Cac téc dong toan
thén tiém 4n c6 thé bao gdm hoi chimg Cushing, céc diic diém cia Cushingoid, (e ché tuyén thugng
thin, chdm 16n & tré em va thanh thiéu nién, duc thiy tinh thé, ting nhin ap va hiém gap hon, mét
loat cdc tac dong tam ly hodc hanh vi bao gdm chimg ting dang tim than, rdi loan gide ngu, lo au,
tram cam hojc hung hang (dac bigt & tré em).

Su chiam 16m da duge bdo cdo & tre em ding corticosteroid duomg miii véi lidu lugmg duoe cép phép.
Khuyén céo rfmg chiéu cao cua tré em duoc didu tri kéo dai biang corticosteroid dudng mii phai
duoc theo doi thuong xuyén. Néu toc do phat trién cham lai, nén xem xét lai liéu phap véi muyc dich
giam liéu corticosteroid dang miii, néu c6 thé nén giam xuéng liéu thﬁp nhat dé duy tri hiéu qua kiém
soat cac triéu chirng. Ngoai ra, cin cén nhiic viéc gioi thigu bénh nhan dén bac s7 chuyén khoa nhi.
Piéu tri vdi licu cao hon khuyén cio cé thé din dén (e ché thugng than déng ké vé mat lam sang.
Néu c¢o bing chirng vé viée sir dung licu cao hon khuyén cdo thi nén xem xét st dung thém
corticosteroid toan thin trong giai doan nguy hiém hodc phiu thuit khong cip thiét.

Cén phai thin trong khi chuyén bénh nhén tir diéu tri steroid toan than sang dang x1t mi néu c6 bat
kv 1y do gi cho ring chirc ning tuyén thugng than cia hg bi suy giam.

Nhiém khuan dudng miii va xoang canh miii nén duge diéu tri thich hgp nhung khong tao thinh mét
chi dinh cu thé ddi véi vice diéu tri h;ng beclomatason dipropionat dang xit.

Mac du beclomatason dipropionat dang xit s€ kiém soat duoe bénh viém mii di tmg theo mua trong
hiiu hét cdc trudmg hop, nhung trong mét s6 trwomg hop, mét anh huong nang bét thuéng cia cac
chit gay di img vao mua hé ¢d thé cin dén liéu phap b sung thich hop dic biét dé kidm soat cic
tri¢u chirng vé mit.

Benzalkonium clorid: trong mdi ldn xit chira 0,09mg benzalkonium clorid. Benzalkonium clorid ¢6
thé giy kich (mg hodc sung tdy bén trong miii, dic biét néu s dung trong thoi gian dai.
Benzalkonium clorid co thé giy tha kho khé va kho the (co thit phé quan), dac biét néu bénh nhan b
hen suyén.

Roi loan thi gidc

R6i loan thi giidc co thé duge bio cdo khi sir dung corticosteroid toan thin va tai chd. Néu bénh nhin
co cac triéu ching nhu nhin mo hodc cic rdi loan thi gide khic, nén xem xét chuyen dén bac si nhiin
khoa dé dénh gia cac nguyén nhin cé thé xdy ra, 6 thé bao gém duc thiy tinh thé, tang nhan ap hodc
cic bénh hiém gép nhu bénh hic vong mac trung tim thanh dich (CSCR) ¢6 di duge bdo cdo sau khi

sir dyng corticosteroid toan than va tai cho.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu niv co thai

Khéng cé diy du bing chimg vé an toan sir dung thude trong thai ky & nguoi. Sir dung corticosteroid

cho déng vit cé thai co thé giy ra cic bit thuomg vé sy phat trién cia bao thai bao gdm hé ham éch

va chdm phat trién trong tir cung. Do dé, co thé ¢6 mét rui ro rit nho cua céc tic déng nhu vay ¢ thai

nhi. Tuy nhién, ¢in luu ¥ ring nhig thay d6i cua bao thai & dong vét xay ra sau khi tiép xic toan

than twong doi cao. Thude cung cip beclometason dipropional tryc tiép dén niém mac mai va do d6

giam thiéu tiép xic toan than.

Nén tranh st dung beclometason dipropionat trong thii ky mang thai trir khi duoc béc si cho la cin

thiét.

Phu nir dang cho con b

Khong cé nghién ciru cu thé niao kiém tra vé kha ning bai tiét beclometasone dipropionat vao stra

ciia dong vit dang cho con bt duge thue hién. C6 thé cho ring beclometason dipropionat dugc tiét |
qua sita nhung & liéu hrong duoe st dung dé tiém true tiép qua dudmg mai, it ¢6 kha ning ¢6 ham |
lrgng ding ké trong sita me. Vige sir dung beclometasone dipropionat & nhitng ba me dang cho con

bu cin duge cdn nhiie gilra 1gi ich va nguy co co thé xay ra cho me va con,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chura ¢6 bang chimg vé anh hudng cua thude 1én kha ning li xe vi van hanh mdy moc.

TUONG TAC, TUONG KY CUA THUOC

Beclomethason it phy thugc vio chuyén héa CYP3A hon mét sd corticosteroid khde, va noi chung
twong tac khé xay ra; tuy nhién khong thé loai trir kha nang xay ra cic tic dung toan than khi sir
dung déng thri cac chit Ge ché CYP3A manh (vi du nhu ritonavir, cobicistat), do d6 cin thin trong
vi theo ddi thich hop khi str dung cdc thude nay.

TAC DUNG KHONG MONG MUON CUA THUOC

Céc thudt ngir va tan suat duédi day da duge ding:

- Rit phd bién: R > 1/10.

- Phd bién: 1/10 > R > 1/100.

- Khéng pho bién: 1/100 > R > 1/1000.

- Hiém gp: 1/1000 > R > 1/10000.

- Rét hiém gap: R < 1/10000.

- Chua biét: Khi khong thé wéc lugng tir dir liéu sin co.

Hé cor quan Tiéc dung khéng mong mudn Tian suit

Phan {rmg qua man bao gom:

Ri loan hé mién dich Phat ban, may day, ngia, ban do. Pho bién

Phit mach Rét hiém gap
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Khé thé va / hodc co thit phé quan Rat hiém gip
Phan Urng dang phéan v¢ / phan vé Rit hiém gip
Réi loan hé thin kinh Mui vi khé chiu, mui khé chiu. Phd bién
, L Glaucoma, ting nhan ap, duc thiy tinh thé. Rt hiém gip
Rai loan vé mit ! _
Ao anh, nhin mg Chua biét

) o [ Chay mau cam, khé mii, rat miii, khé hong, 5 i
Réi loan hé hap, 10ng ngue va , Phé bién
rat hong

trung thét

Thing vach ngan mii. Rét hiém gip

Tac dung todn than cua corticosteroid dudmg miii ¢ thé xay ra dic biét khi dung liéu cao trong thoi
gian dai.

Théng bdo ngay cho bic si hodc dwoe s nhieng phin ieng cé hai gdp phai khi st dung thuéc.

QUA LIEU VA CACH XU TRi

Tac dung cé hai duy nhat sau khi hit phai mét lugng 16n thude trong mot khoang théi gian ngin la e
ché chire niang truc ha ddi thi — tuyén yén — tuyén thugng thin (HPA). Khong can thye hién xir tri
khin cip dic biét nao. Nén tiép tuc diéu tri & lieu khuyén cdo. Chirc nang HPA phuc hdi sau mét
hodic hai ngay.

Viée theo ddi thém nén duoc chi dinh trén lam sang hodc theo khuyén cao cua trung tam chit doc
qudc gia, néu co.

Khéng cé diéu tri cu thé cho qua lidu beclometason dipropionat. Néu xay ra qué liéu, bénh nhin nén
duge diéu tri hd trg voi sir theo doi thich hep khi can thiét

PAC TINH DUQC LU'C HQC

Phdn nhém diege Iy: Corticosteroid dung tai chd cho duong mii.

Ma ATC: RO1ADO1

Sau khi diing tai chd, beclometason 17,21-dipropionat (BDP) tao ra tac dung chéng viém va co mach
manh.

BDP Ia mt tién thude co di luc lién két véi thy thé corticosteroid yéu. Né duoc thuy phén théng qua
cdc enzym esterase thanh chat chuyén héa ¢6 hoat tinh cao beclometason-17-monopropionat (B-17-
MP), ¢6 hoat tinh chong viém tai chd cao.

Beclometason dipropionat la phuong phip diéu trj co ban dy phong cho viém mii dj tmg, duge dung
trirGe khi tiép xie vai tic nhin gy di img. Sau dé, vai viée sir dung thuémg xuyén, BDP ¢o thé tiép

tuc ngan ngtra cac tricu chimg di irg xuat hién tro lai.

PAC TINH DUQC PONG HQC

Hip thu

Sau khi str dung BDP qua dudmg mii & nam gioi khoe manh, sy hdp thu toan than duge danh gia
bang cach do nfmg do trong huyét twong cua chit chuyén hoa co hoat tinh B-17-MP cua nd, ma sinh
kha dung tuyét déi sau khi ding duéng mii 1a 44% (95% C1 28%, 70%). Sau khi nho miii, <1% licu
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dung duge ha"'lp thu qua niém mac miii. Phan con lai sau khi duge lam sach khoi mii, bfmg cach dén
hru hodc lam sach niém mac, ¢6 thé duge hiap thu qua duomg tiéu hoa. B-17-MP trong huyét trong
gén nhu hoan toan 1a do chuyén doi BDP duge hz‘ip thy tir liéu nudt vao.

Sau khi udng BDP & nam gigi khoe manh, sy hap thu toan than ciing duge danh gid bing cach do
ndng do trong huyét tuong cia chit chuyén hoa cé hoat tinh B-17-MP ciia nd, trong do sinh kha
dung tuyét dbi sau khi udng 1a 41% (KTC 95% 27%. 62%).

Sau khi uéng, B-17-MP dugc hip thu chim véi nbng do dinh trong huyét twong dat duge 3-5 gior sau
khi ding thude.

Chuvén héa

BDP duoc dao thai rdt nhanh khoi tudn hoan va khong phat hién duge ndng dé trong huyét tuong
(<50 pg/ml) sau khi ding dudng udng hodc duomg mii. Co s chuyén hoa nhanh chéng cua phan 16n
BDP duge nudt vao trong lan diu tién no di qua gan. San pham chinh cua qué trinh trao doi chit 1
chit chuyén hoéa co hoat tinh (B-17-MP). Cic chiat chuyén héa nho khéng c¢o hoat tinh,
beclometason-21-monopropionat (B-21-MP) va beclometason (BOH), cting dugc hinh thanh nhung
nhirng chat nay gop phfm it vao viée tiép xuc toan than.

Phén bo

Sur phén b trong mé & trang thai on dinh déi véi BDP & mire trung binh (20 1) nhung rong hon doéi
vol B-17-MP (424 1). Ty 1€ lién két vi protein huyét trong cua BDP cao vira phai (87%).

Thai trir
Su loai bo BDP va B-17-MP dugce dic trung boi d thanh théi trong huyél trong cao (150 A120
I/gi®) v6i thoi gian ban thai cudi twong tmg 1a 0.5 gio va 2,7 gio. Sau khi uong BDP da dugdg/dinh
dau bang chit phat quang, khoang 60% liéu dung duoc bai tiét qua phdn trong vong 96 gioZchu yéu
dudi dang chét chuyén hoa phan cuce lién hop vi tu do. Khoang 12% lidu ding duge bai tiét dudi

dang chat chuyén héa phén cuc lién hop va tr do trong nude tiéu.
BAO QUAN: Bio quan ¢ nhiét d§ dudi 30°C, khong bao quén trong ti lanh.

HAN DUNG: 36 thang ké tir ngay san xuat,

Nén str dung san phim trong vong 6 thang sau khi mé nip.
TIEU CHUAN CHAT LUQNG: Tiéu chuén co sé.
QUY CACH DONG GOI: Hop 1 chai 23mL (200 liéu).
SAN XUAT BOT:

ORION CORPORATION
Volttikatu 8, 70700 Kuopio, Phian Lan.
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