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Tai liéu théng tin thudc (Trang 1)

THUOC XIT MUI

MECLONATE

BECLOMETHASONE DIPROPIONATE

MECLONATE

THUOC XIT MUl

THANH PHAN

Méi liéu (0,05 ml) chira:
Beclomethason dipropionat 50 ug
* Phong va diéu tri viém mi di (ing theo mua hodc quanh ndm , Viém mi do réi loan van mach

* Phong ngura téi phat polyp mui sau khi phau thuat.

* Khéng da dit liéu 1am sang dé khuyén cao st dung thudc déi véi tré em dudi 6 tudi

Phan phéi bédi: Cong Ty C8 Phan Dugc Pha Nam San xuét bdi : Cong ty cd phén tap doan Merap
§6 436 Cao Thdng -Phudng 12- Quan 10 - TP H6 Chi Minh Thén B4 Khé - Xa Tan Tién - Huyén Vén Giang - Tinh Hung Yén

Sé gidy xéc nhén néi dung théng tin thubc cda cuc QLD - Bo Y té : ... XNTT....Ngay ....théng....nam....
TL gbm 2 trang. Théng tin chi tiét cia sén phdm xem trang 2




THUOC XIT MUI

MECLONATE

BECLOMETHASONE DIPROPIONATE

CAC DAC BIEM DUGC LY

Duge lyc hoe

Nhém dugc Iy trj ligu: Ché phdm corticosteroid ding cho mii

Ma ATC: RO1ADO1

Beclometason dipropionat la mgt halogencorticoid c6 tic dung glucocorticoid

manh va tic dung mineralocorticoid y&u. Sau khi dung tai chd, beclometha-

son dipropionat gdy ra tac dung chfng viém va co mach. Beclomethason
dipropionat 12 mot tién thudc véi thy thé glucocorticoid &i Iy gin k&t y&u.

N6 bj thily phan béing enzym esterase dé tao ra ch&t chuyén héa co hoat

tinh beclomethason-17-monopropionat (B-17-MP), chdt c6 higu lyc chéng

viém tai chd cao

Duge dong hoc

Hép thu

Beclomethason dipropionat it hoa tan trong nutc. Khi sif dung hit miii 8 dang

dung dich hogc hdn dich khi dung, thuSc dugc ldng dong chii yéu trong

khoang miii. Phén I6n thuc cui cling bj nudt. Sau khi xit mii beclomethason
dipropionat, sy hdp thu toan than dugc danh gi4 bing cach do néng do trong
huyét tuong ciia chat chuy&n héa c6 hoat tinh ciia n6, B-17-MP, sinh kha dyng tuyét
d6i sau khi diing dudng mii 1A 44 % (43 % lidu diing hdp thu qua phdn dugc nudt va
chi c6 1 % clia tng liu dugc hdp thu qua niém mac mii)

Phan bd

Sy phan b8 mo & trang théi 6n dinh clia beclomethason dipropionat 12 trung binh (20 I) nhung rong
hon & B-17-MP (424 ). Khong co béng chiing v8 viéc luu tril & md clia beclomethason dipropionat
hoic céc chdt chuyén héa clia n6. Lign k&t véi protein huyét tuong cao vita phai (87 %)

Chuyén hda

Sau khi dung lidu udng va dubng mili, beclomethason dipropionat bj loai bd r4t nhanh khdi hé théng
tudn hodn va néng df ciia n6 trong huyét tuong khong thé phat hign dugc (< 50 pg/ml). Phan I6n
lugng beclomethason dipropionat bj nudt nhanh chong bj chuyén héa I4n ddu qua gan. Sin phim
chinh cla sy chuyén hoa la chét chuyén héa c6 hoat tinh (B-17-MP). Lugng nhd chét chuyén héa
khong hoat tinh, beclomethason-21-monopropionat (B-21-MP) va beclomethason (BOH), ciing dugc
hinh thanh, nhung gop phén rat it t6i sy tiép xtic hé théng

Théi tri

Sy théi trir clia beclomethason dipropionat va B-17-MP dugc dic trung bi do thanh thai huy8t tuong
cao (150 I/h va 120 I/h) tuang (ing v6i thoi gian bén hiiy 12 0,5 git va 2,7 gids. Sau ubng beclomethason
dipropionat, khodng 60 % liéu dugc bai tiét qua phan trong vong 96 gid,, chil yéu 12 cac chdt chuyén
héa ty do va phan cyc lién hop. Khodng 12 % liéu ding dugc thai trir duti dang ch4t chuyén héa ty
do va phan cyc lién hgp trong nuéc tidu

CHI BINH

Phong va didu tri viém mii dj tng theo mia hoiic quanh nam, viém mii vdn mach

Phong ngifa ti phét polyp mili sau khi phiu thuat

Khdng dii di ligu 1am sang dé khuy8n céo sir dung thudc ddi véi tré em dudi 6 tudi

LIEU DUNG VA CACH DUNG

Dudng diing

Meclonate dugc dung xjt mii

Cach ding

Chuén bj

Mbi Io thudc c6 mot ndp chyp dé bio vé va gill sach s& du xit. Nh 18y ndp chup ra trubc khi xit thudc
Trube khi thubc xit miii Meclonate dugc sit dyng Idn ddu tién (hodc khong st dung thubc trong mot
vai ngay), lo thudc c6 thé khong xit dugc khi bom 14n ddu. Ban c4n phai xit “m6i” bing céch nhan
bom vai I4n cho d&n khi dat dugc phun suong déu (khodng 8 - 10 I4n)

Neu ddu xit khong xit ducc, cd thé n6 bj tac, ban cin phéi lam sach né (Xem phén Rifa sach d4u Xit)
Khong md rong 16 phun bang kim hoéic vat sic nhon khc. Didu ndy s& [am hdng hoat dong clia ddu xit
Céch xjt thude

MECLONATE

1: Hi miii sach. L&c chai thudc. M& ndp chyp 1

2: C4m lo thuBc thing hudng 18n | JNIS 71
3: Bt dinh ddu xit vao I8 mii va bom theo liéu chi dinh. B 2
Tuong ty, bom thuc vao bén mai kia &

4: Sau khi sif dung, lau ddu xit bing khén gidy hoic khin tay sach
5: Day ndp chyp lai

Rila sach déu xit

Lam sach ddu xjt it nhét tudn mot I4n hodc thudng xuyén hon néu né bj tic

M@ ndp chyp. Kéo Ién dé théo phdn ddu xit. Ngam d4u xit va ndp chyp trong nu6c &m vai phit. Sau
d6 rita sach du6i voi nudc chay. Vdy dé loai nuc va dé kho hoan toan trong khong khi, Lap lai ddu
xit. Day ndp chup

Liéu ding

Ngubsi 16n va tré em trén 6 tudi: Xjt 2 I4n vao m8i ban mii, 2 14n m8i ngay (400 yg/ ngdy)

Sau khi kim so4t dugc trigu ching, liéu lugng nén dugc gidm xubng xit 1 14n mBi ban mii, 2 1An mBi
ngdy. Tuy nhién, néu cc trigu ching tai phét, bénh nhan nén quay lai liu khuyén co 12 xit 2 I4n
méi bén mii vao budi séng va busi toi. Liéu tdi thidu chi dugc sit dyng khi viec kiém soét trieu chitng
duge duy trl. Téng liéu t6i da hang ngay khong nén vugt qud 2 I4n xit vao mdi bén mi, 2 14n mdi
ngay (400 g/ ngay)

@ nhitng bénh nhan dap (ng v6i Meclonate, sy cai thign céc trigu ching cia viém miii dj (ing theo
mua hogc quanh n@m thudng trd nén rd rang trong vong mot vai ngay sau khi bt ddu diéu trj véi
Meclonate. Tuy nhién, & mot s& ngudi trigu ching khong gidm cho dén khi didu trj t6i 2 tudn. N&u tGi
3 tudn 18 diéu trj vn khong thay tién trién t6t 1&n thi phai ngiing diéu tri Meclonate

Téc dyng diéu trj clia corticosteroid khong phai Ia ngay 1ap tic giSng nhu nhiing thudc thong mii. Nén
gial thich cho bénh nhan trubc dé dam béo sy hop téc va tidp tuc didu trj v lidu lugng quy dinh

Trudng hop mili tiét nhdy qué mifc hoic phii né niém mac miii thudc c6 thé khong d&n dugc vi tri tac
dyng nhu dy kién. Trong trudng hop ndy ban nén sir dung mot thusc co mach mii trong 2 dén 3 ngay
d4u didu tr| v6i Meclonate

CHONG CHI BINH:

Dj (tng v6i b&t ct thanh phdn ndo clia thudc

- -

. ’ Tai liéu théng tin thudc (trang 2
THAN TRONG KHI DUNG THUOC: ¢ - (ang:
Cn than trong vi c4c bénh nhan trubc do da dupe didu trj véi corticosteroid toan than trong
thoi gian dai chuyén sang diing thudc xit miii Meclonate. Didu nay diic bigt quan trong véi cic
bénh nhan c6 lign quan dén hen suyén hogic céc finh trang 1m sang khac ma gidm qua
nhanh corticosteroid ton than c6 thé gay ra dot cap trdm trong clia céc finh trang d6
Trong cac nghién cit lam sang sir dung beclometason dipropionat dubng mili, syf phét trién
cla nhiém triing cyc b tai mli v hong do Candida albicans da xay ra, tuy nhign higm gép.
Khi nhidm tring phét trién, c6 thé phéi didu trj bAng liu phap tai chd thich hgp v nging
diu trj véi thudc xit mii Meclonate
N&u bj kich {ing mli hong kéo dai, nén ngiing thudc xjt mii Meclonate
Beclomethason dipropionat dupc h&p thu vao méau. Sir dung liéu qué
cao thudc xjt mili Meclonate ob thé (¢ ch¥ chitc néng tne ha ddi -
tuyén yén - thupng than
Corticosteroid ding dubing miii nén dugc sif dyng than trong &
nhiing bénh nhan nhidm lao dubng hd hap thé 4n hodic thé
hoat dong, nhim khuin hodic ndm tai ch® hoic toan than
chua dupe didu tri, nhim virus hodic ky sinh tring toan
than, Herpes simplex mét
Do tc dyng Gc ché clia cAc corticosteroid trén qua trinh
lién vét thuong, bénh nhan méi bj loét vach ngan mii,
phu thuat mi, chdn thuong miii khdng nén sit dung
corticosteroid trén miii cho t6i khi chifa lanh vét thuong
Bénh nhan sif dung thudc xjt mii Meclonate trong vai thang
hozc fu hon nén ducc kiém tra dinh ky c4c thay di co thé xay
ra § nigm mac mii
Nhi&m khu&in dubng mii va c4c xoang canh mii nén dugc didu
trj thich hgp nhung khdng phai chéng chi dinh didu trj véi thudc xit
mii Meclonate
Meclonate chifa benzalkonium clorid c6 thé gay ra vdn dé véi ho hap (co tht phé
quan), kich tng tai chd
Khong ding thubc dot ngt
Khong dii di ligu 1am sang dé khuyén cdo si dung thudc ddi vdi tré em duti 6 tudi
SU DUNG CHO PHY NU CO THAI VA PHY NI CHO CON BU
Phy nir mang thai
Khong co béng chiing ddy dii v an toan cho ngubi mang thai. Beclomethason dipropion-
at chi nén sif dyng trong qué trinh mang thai khi Igi ich vugt hin nhiing nguy co tiém
4n d6i voi thai nhi. Higu (ing nonteratogenic: Hoi ching suy thugng than co thé xay
ra § tré sinh ra bdi cic ba me sif dung corticosteroid trong thai ky. Nhiing tré nay cdn
duge theo dai cdn than

MECLONATE

P ot

G

Phu ni¥ cho con bi

Ngudi ta khong chéc chin kh& nang beclomethasone dipropionate ¢o dugc bai tiét qua
slila me. Bdi Vi c4c corticosteroid khac dugc bai tiét qua sifa me, nén cén than trong
khi Meclonate dugc diing cho phy ni cho con b

ANH HUGNG BEN KHA NANG LAI XE VA VAN HANH MAY MOC

Meclonate khong anh hubing d&n kh nang I4i xe hodc sif dung cdng cy, may moc

TUONG TAC THUGC

Da c6 béo céo v8 trubng hop bénh nhan xuét hign hoi ching Cushing khi duge diu trj bling
fiuticason dubng khi dung dBng thdi vai ritonavir. Ritonavir cb kha nang (c ché chuyén hoa &
gan cla cAc corticosteroid (bao gdm beclomethason), do d6 khdng nén ding phi hgp
Meclonate véi ritonavir

TAC DYNG KHONG MONG MUDN

Téc dyng toan than clia céc corticosteroid ding dubng mili c6 thé xay ra, dc bigt khi sif dung
liBu cao trong thdli gian kéo dai

Téc dyng khong mong mudn dugc ligt ke bén duti theo tAn sB va ha thing cd quan. Tan s§
dupc quy dinh [ Rt phd bign (#1/10), phd bign (#1/100 va <1/10), khbng phé bign
(#1/1000 va <1/100), hiém (#1/10.000 vA <1/1000) va r4t hiém (<1/10.000) bao gbm
cac béo céo doc lap

Phd bign (#1/100 va <1/10)

Rdi loan hg thdng miBn dich: Phan tng qu4 mAn bao gom phét ban, ndi mé day, nga,
ban do

Ri loan h# thdn kinh: Vj kho chiu, mii kho chiu

RGi loan ho hap, ngyc va trung thélt: Chay méu cam, kho miii, ngla mi, hong khd,ngta hong
Rét higm (<1/10.000)

RAi loan h thtng mién dich: Phan (ing qu& man bao gdm phi mach, kho thé v& hac co
thét ph& quan, phan (ng phan v@

Céc r6i loan v8 mét: Glaucom, tang 4p lyc nhan cdu, dyc thly tinh thé

RG loan_ho hap, ngyc va trung thét: Thing vch ngan mii

QUA LIEU VA XUf TRI

Déu higu va trigu chimg

Mot lo xit mii Meclonate chita 9,0 mg beclomethason. Vi vy, qua liéu cp tinh [ kho xay ra
Qué lidu beclomethason dipropionat c6 thé gay ra céc dau higu va trigu ching A mé rbng cAc
tac dyng khong mong mudn phé bign chinh lién quan dén corticosteroid (vi dy nhu i ché
chiic nang ha ddi - tuyén yén - thupng than, hoi ching Cushing)

Xit tri

Khong c6 bign phap khdn cdp dic bigt nao cn thyc hign. Diéu trj bing thudc xit mii
Meclonate nén dutic tisp tuc & liBu khuy&n co. Chilc nang ha ddi - tuyén yén - thupng than
s8 hdi phyc trong mt hodic hai ngay. Khong co bign phap diéu trj cu thé cho qué ligu
beclomethason dipropionat. N&u qué lidu xay ra, bénh nhan cdn dupc theo ddi va didu tri hd
trg thich hgp

Ngay xem xét sita ddi, cap nhat lai ndi dung hung dn sit dyng thubc: 15/11/2016




