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(Hon dich xit miii 50 ug beclometQs

Thuoe nay chi ding theo don thudc.

Dé xa tam tay tré em.

Doc kj hudng dén siv dung trieée khi ding.
Thude xit mii.

Lic ky trieoe khi dimg.

THANH PHAN CONG THUC THUOC

M3i Im] hdn dich chira

Thank phin hogt chit: Beclometason dipropionat .........o.......... 0,555 mg

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

Thanh phin td duoe: Polysorbat 80, glucose khan, dispersible cellulose {Avicel RC 391),
benzalkonium clorid, dung dich natri hydroxyd (1M}, dung dich acid hydrocloric (1M), nude tinh
khiét.

DANG BAO CHE: Hon dich xit miii.
M@ ta: Hn dich miu gin tring dén tring.

CHI DINH

Phong va diéu tri viém mii di img theo mia hoje quanh ndm, bao gom ca hénh khd mtii vi viém mii
vin mach. Beclometason dipropionat ¢é tic dung chong viém manh trong diomg hd hip, véi ty 1&
xudt hién va mirc dé nghiém trong cua cac tac dung khdng mong mudn thap hon so véi nhiing tac
dyng khéng mong mudn quan sat thay khi ding corticosteroid toan than.

CACH DUNG, LIEU DUNG

Cach dung:

Xit moi.

Liéu diing:

Ngteoi I6m va e em trén 6 tuoi:

Lidu luong khuyén cdo 14 2 lan xit/16 mii x 2 lan/ ngay (400 microgam/ngay).

Khi kiém sodt da duoc tinh trang, ¢é the duy tri dung thudc vai it 1an xit thude hon.

Lidu | 1an xit/ld mii x 2 1an/ ngay (budi sang va budi téi) d3 duoe chimg minh 1a ¢d hiéu quid & mot
sd bénh nhan. Tuy nhién, cdc triéu ching sé tai phit, bénh nhan nén xit thude vai lidu liong khuye‘n
cdo 1a 2 lan xit/1d milt x 2 lan/ ngdy (budi sing va budi 161). Liéu tdi thiéu nén duge sir dung dé duy
tri viée kiém sodt hiu qua cdc tridu chirmg. Téng lwong thude hiang ngay thuong khdng duge vuot
qua 8 1an xit.

D2 c6 diy du hién qua diéu tri, viée sir dung thudong xuyén 1a diéu cin thiét.

Bénh nhan cin twan thy lidu lvgng théng thudng va can duge gial thich ring c6 thé khdng dat duoc

mirc thuyén giam téi da trong vai lan s dung déu tién.
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Tre em dueoi 6 tudi:

Khéng c6 du dir liéu 1am sang dé khuyén cdo sir dung.

CHONG CHI DINH
Chéng chi dinh sir dung cho ngueevi ¢6 tién sir qua man vdi beclomethason dipropionat hodc vai bt

¢t thanh phéin nao trong cong thire.

CANH BAQ VA THAN TRONG KHI DUNG THUOC

Tac dung toan thin cua corticosteroid dudng mui ¢d the xdy ra, dac biée 1a lidu cao duge ké dom
trong thoi gian dii. Nhitmg tac dung nay it xdy ra hon nhiéu so véi corticosteroid dudmng udng vi cd
thé khéc nhau & timg bénh nhin va gitra cic ché pham corticosteroid khac nhau. Cic téc dang toan
than tiém an co thé bao gom hdi chimg Cushing, cic diic diém cua Cushingoid, (re ché tuyén thuong
thin, cham Ién & tré em va thanh thiéu nién, duc thiy tinh thé, ting nhan 4p va hiém gap hon, mdt
logt cde tae dong tam 1y hode hanh vi bao gdm ching tang dong tam than, réi loan gide ngu, lo au,
trdm cam hodc hung hang (dac biét & tré em).

Sur chdm lon da durge bao cdo o we em dung corticosteroid dudng miit voi lidu lugng duoce cap pheép.
Khuyén cio rang chiéu cao cua tré em duge diéu trj kéo dai bang corticosteroid dudng mili phai
durge theo déi thuong xuyén. Néu tée do phat trién chim lai, nén xem xét lai lidu phip val mue dich
giam liéu corticosteroid dang miii, néu ¢6 the nén giam xuéng liéu [hfip nhat dé duy tri hig¢n qua kiém
s0at cac tridgu chirmg. Ngoai ra, cAn cin nhac vige gioi thidu bénh nhin dén bac sT chuyén khoa nhi.
Bicu trj voi lidu cao hom khuyén cdo 6 thé din d¢én e ché thuemg thin déng k¢ vé mat 1am sang.
Néu ¢o bang chitng vé viée sir dung licu cao hon khuyén cdo thi nén xem xst st dung thém
corticosteroid toan than trong giat doan nguy hiém hodie phiu thujt khong cflp thiét.

Céan phai than trong khi chuy&n bénh nhéan tir diéu tri steroid todn thin sang dang xit mii néu ¢d bat
k¥ ly do gi cho rang chuce nang tuyén thwong than cia hy by suy giam.

Nhiém khuan dudng miii va xoang canh mii nén duoe dieu tri thich hgp nhung khong tao thanh mdt
chi dinh cu thé déi vai viée ditu tri béng beclomatason dipropionat dang xit.

Mac du beclomatason dipropionat dang xit s¢ kiém sodt duoc bénh viém mdi Jj ung theo miba trong
hau het cdc truong hop, nhung trong m§t 80 truomg hop, mat ank huung ndng bat thudng cua cidc
chat gay di tng vao mia hé ¢o thé can dén lidu phip bo sung thich hop dac bidt dé kigm soat cac
Irigu chntng ve mit,

Benzalkonium clorid: trong moi lan xit chua 0,09mg benzalkoniun clorid, Benzalkenium clorid cé
thé gy kich G(ng hodc sung tay bén wong mii, dic bidl néu su dung trong thai gian dai.
Benzalkonium clorid cé thé gdy tho kho khe va khé the (co that phé guan), dac biét néu bénh nhin bj
hen suyén.

Rof lvan thi giac

R&i loan thi gide co thé duge bao cdo khi st dung corticosteroid toan thin va tai chd. Néu bénh nhin
¢é cdc tridu chimg nhu nhin mé hodc cic rdi loan thi gide khde, nén xem xét chuyén dén bac st nhin
khou d€ ddnh gia cac nguycn nhan ¢é the xdy ri, ¢ the bao gdm duc thuy tinh the, tAng nhan ap hodc
cac bénh hiém gdp nhu bénh hic v3ng mae trung tam thanh dich (CSCR) e6 da duoc bdo cdo sau khi

su dung corticosteroid toan than va tai cho.
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SU DUNG THUOC CHO PHU NI CO THAL YA CHO CON BU

Phy niv cd thai

Khéng ¢é diy du bang ching vé an 10an sir dung thude trong thai ky & ngudi. Su dung corticosteroid
cho déng vit ¢ thai co thé gy ra cac bt thuomg vé sy phat trién cua bao thai bao gom ho ham éch
va chdm phit trién trong tur cung. Do do, ¢6 the ¢d mdt rui ro rit nho cua cdc tac dong nhu vay o thai
nhi. Tuy nhién, can luu v rang nhimg thay d6éi cua bio thai & déng vat xay ra sau khi tiép xtc toan
thin wrong ddi cao. Thude cung cip beclometason dipropionat tryc tiép ¢én niém mac mii va do 46
¢1dim thiéu tép xuc toan than,

Nén trdnh s dung beclometason dipropionat trong thoi ky mang thai wrir khi duge bac s7 cho 13 can
thiét,

Phue niv dang cho con bit

Khang ¢é nghién ciu cy thé nao kiém tra vé kha ndng bai tiét beclometasone dipropionat vao sira
cuia ddng vit dang cho con bu duge thue hién. C6 thé cho ring beclometason dipropionat duge riét
qua sira nlung & lidu Jugng duge st dung d¢ tiém trire tiép qua duong mii, it ¢d kha ning cd ham
lwgmy dang ké trong sita me. Vige sur dung beclometasone dipropionat o nhitng ba mg dang cho con

ba can durge ¢in nhic gitra lgi ich va nguy co ¢é thé xdy ra cho mg vi con,

" .z - . A - - » ~ - ~ ’ ) —~
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC 3
5 . ! A . . 5 s o N, JIP . : GT
Clura ¢6 bang ching vé anh huong coa thude [€n kha nang 13 xe v van banh mdy moc, HH
PH4
TUONG TAC, TUONG KY CUA THUOC AN
Beclomethason it phu thuge vio chuyén héa CYP3A hon mdt sé corticosteroid khic, va ndi chung ho ¢

trong tac kho xdy ra; tuy nhién khong thé loai trir kha nAng xay ra cdc tic dyng toan thén khi sit
dung déng thai cac chit Ge ché CYP3A manh (vi du nhu ritonavir, cobicistat), do do can than trong
va theo dai thich hop khi sir dung céc thude nay.

TAC DUNG KHONG MONG MUON CUA THUOC

Cée thudt ngii va tan sudl dudi ddy da duge dang:

- Rit phd bién: R > 1/10.

- Ph6 bién: 1/10 > R > 1/100.

- Khéng phd bién: 1/100 > R > 1/1000.

- HMiém gap: 1/1000 > R > 1/10000.

- Rat hiém gap: R < 1/10000.

- Chua biér: Khi khong thé wée hugng tir dit lidu sin 6.

Hé co quan Tée dyung khéng mong mudn Tén suat

N - ' z A
Phan ung qua man bao gdm:

Rai loan hé mién dich Phat ban, may day, ngra, ban do. Pho bién
Pht mgch Rél hidm gap !

i
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Khé thé va / hode co thit phé quan RAt hiém gap
Phan (g dang phan vé / phan vé Rat hiem gip
R6i loan hé than kinh M vi kha chiu, mui khé chu, Pho bién
x 2 Glaucoma, tang nhin ap, duc thuy tinh the. Rat hiém gip
Réi loan v& mat _
Ao anh, nhin md& Chua bict
ol - o i Chay mau cam, kho mili, rat mii, kho hong, -
R61 loan ho hip, 16ng nguc va , ['hé bien
. = rat hong
trung that . —
Thung viach ngan mai. Rét hiém gap

Téc dyng toan than cta corticosteroid duéng mili ¢é thé xay ra dic biét khi ding liéu cao trong thoi
gian daj.

Thong bdo ngay cho bdc si hodc dwpe sTnhivng phdn tmg ¢o hai gdp phai khi sit dung thuéc.

QUA LIEU VA CACH XU TRi

Tac dung c6 hai duy nthat sau khi hit phai mét lugng tém thude trong mét khoang thei gian ngan 13 e
ché chirc niing tryc ha doi thi — tuyén yén — tuyén thugng thin (HPA). Khong cin thye hidn xur i
khan cﬁp dac biét nao. Nen tiép tuc diéu trj o liéu khuyén cito. Chirc nang HPA phuc hdi sau mot
hodc hail ngay.

Vige theo ddi thém nén dwoc chi dinh trén lam sang hodc theo khuyén Cao cua trung tim chit dde
quic gia, néu ¢o.

Khéng ¢6 diéu tri ey thé cho qua lidu beclometason dipropionat. Néu xay ra qua liéu, bénh nhin nén
durgre didu i hd trg voi sir theo doi thich hop khi cén thiét

DAC TINH DUQC LUC HQC

Phdn nhom diwge Iv: Corticosteroid diing tai c¢ho cho duémg mii.

Ma ATC: ROLADO!

Sau khi ding tai chd, beclometason 17,2 1-dipropionat (BDP) tao ra tic dung chéng viém va co mach
manh.

BDP 13 mdt tién thude ¢ @i tuc lign két vai thy the corticosteroid yéu. Né duge thuy phin thong qua
cde enzym csterase thanh chit chuyén hda ¢ hoat tinh ¢ao beclometason-17-monopropionat (13-17-
MP), ¢6 hoat tinh chang viém tai chd cao.

Beclometason dipropionat 14 phuong phip didu trj co ban dy phong cho viém mili di tng, duge dung
trude khi liép xUc vdi tic nhan gy di (mg. Sau d6, vai vide sir dung thudng xuyén, BDP ¢d thé tiép

tuc ngan ngtra cac tricu chimg di trng xudt hién tro lai.

DAC TINH DUQC DONG HOC

Hip thu

Sau khi su dung BDP qua dudng miii o nam gidi khoe manh, sy hip thu toan than duge dinh gia
bang cach do nong do trong huyét rong cua chat chuyén hda ¢6 hoat tinh B-17-MP cua nd, ma sinh

kha dung tuyét déi sau khi diing duwdmg mii 1a 44% (95% Cl 28%, 70%}. Sau khi nho mii, <1% lidu
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dung dugce hz'ip thu qua niém mac mai. Phén con lai sau kbi duge lam sach khoi mii, bfmg cach ddn
lru hodc 1am sach niém mac, ¢d thé duoc hip the qua dudmg tidu héa. B-17-MP trong huyét arong
gan nhu hoan toan 1a do chuyén ddi BDP duge hap thy tir liéu nudt vio.

Sau khi uéng BDP & nam gidi khoe manh. sy hap thu toan thin ciing duge danh gia bing cich do
nong dé trong huyét trong cua chil chuyén hda ¢ hoat tinh B-17-MP cua né, trong do sinh kha
dung tuyét ddi sau khi uéng la 31% (KTC 95% 27%, 62%5).

Sau khi ufmg, B-17-MP dugc hftp thu cham vai ndng 46 dinh trong huyét tuong dat duge 3-5 gio sau
khi dung thucc.

Chuvén hou

BDP dugce diao thai riit nhanh khai tudn hoan va khéng phat hién duge nong 4o trong huyét nrong
(<50 pg/ml} sau khi dung duomg ubng hodc dudmg mii. Co sy chuyén hda nhanh chéng cua phin 1dn
BDP duge nudt vao trong lan diu tién né di qua gan. San pham chinh cia qua trinh trao doi chit 1a
chit chuyén hoéa ¢6 hoat tinh (B-17-MP). Cic chit chuyén héa nho khong co hoar tinh,
beclometason-2 1 -monopropionat (B-21-MP} va beclometason (BOH), cling duge hinh thanh nhung
nhimg chéit nay gdp phan it vao viée tiép xuc toan thén.

Phin b6

Su phin bb rong mé & trang thdi én dinh ddi vei BOP ¢ muc trung binh (20 1) ahung réng hon déi
vai B-17-MP (424 1). Ty 1& lién két vai protein huyét twong ctia BDP cao vira phai (87%). R

Thai trie »

Sir loai ba BOP va B-17-MP duoc dac trung boi ¢ thanh thii trong huyét tuong cao IISU/gf'Ey 120
l/gi&) voi thai gian bin thai cudi twong tmg 1a 0.5 gior va 2,7 gio. San khi udng BDP da dudg/dinh

dau bang chit phat quang, khoang 60% liéu dung duge bai tiét qua phan rong vong 96 gio#chn yéu
dudi dang chét chuyén hoa phin cyc 1ién hop va w do. Khoang 12% lidu ding duge bai tiét dudi
dang chit chuyén héa phin cue 1ién hop va wr do trong nudc tiéu,

BAOQ QUAN: Bao quan & nhiét do dudi 30°C, khdng bao quan trong t lanh.

HAN DUNG: 36 thang ké tir ngdy san xuat.
Nén si dung san phiam trong vong 6 thang sau khi md nap.

TIEU CHUAN CHAT LUQNG: Tiéu chuin cu s6.
QUY CACH DONG GOI: Hép 1 chai 23mL (200 lidu).
SAN XUAT BOI:

ORION CORPORATION
Volttikatu 8, 70700 Kuopio, Phan Lan.
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