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Rx- Thuée ban theo don

Pulmlcort® Respules®

Hon dich khi dung ding dé nit.

— —— M&i 1 ml chira 500 meg budesanide. Hop 4 gai, mBi goi chira § 6ng Respules 2ml. Chidinh, LOT XXXX

j [ ] ® cach clng, chdng chidinh va cac thong tin khac dé ngri xem trang 1 Hudng DAn Su Dung MAN. DD-MM-YY

& c Thude kem theo. Bac quan ¢ nhiét d5 dudi 30°C. Khang dang lanh. Lubn gilf 8rg chira md

¥ u I m I O rt trong goi ~hém dE baa quar tranh anh sang. Phai sif dung dng thudz da md trong vong EXP. DD-MM-YY
12 gid Ban auan rann anh sang ddi vai Gng thude da md. Nén virt bé 6ng Respules chua MAN. B

budesonide dung sau d thang sau khi md 1 )

DE XA TAM TAY TRE EM. POC KY HUGNG DAN SIf DUNG TRU'GC KHI DUNG. EXP. p

86 16 SX, NSX, HD: xem "LOT", "MAN*, "EXP" trén bao bi. SEIK:XX-XXXX-XX

Co s¢ san xudt: AstraZeneca AB, SE-151 85 Sodertalje, Thuy Bién.
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Sterile single-dose units

Pulmicort®
budesonide 0.5 mg/ml 20 X 2ml Respules®

R Prescription only medicine Pulmico t®
budescnide 0-5 mg/in!

20 X 2ml Respules®

Pulmicort I

- budescnide
Respules?

Sterile single-dose units

0.5 mgmi

20 X 2 ml Respules®

Sterile single-dose units

Pulmicort®

budesonide

Pulmicort and Respules are trademarks of 1 ml contains:Budesonide 0.5 mg, disodium

the AstraZeneca group of companies. edetate, sodium chloride, polysorbate 80,

© AstraZeneca 2017 cilric acid anhydrous, sodium citrate, water for v

— injection. ‘:Z

AstraZeneca AB, |
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1 ml contains: Budesonide 0.5 mg,
disodium edetate, sodium chloride,
polysorbate 80, citric acid anhydrous,
odium citrate, water for injection.
se only in a Nebuliser - nct for injection.

ad the enclosed leaflet carefully.

not store above 30°C. Do not freeze.
‘Keep out of reach and sight of children.
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PRODUCT NAME: PULMICORT RESPULES 1MG/2ML
LABEL ON AMPOULE (SCALE 100%)

PULMICORT

RESPULES

AstraZeneca
Budesonide
1 mg/2 ml

VB ™
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Rx Thuébc ban theo don
Pulmicort® Respules®

Budesonid 0,5 mg/ml
Hén dich khi dung dung dé hit

DE XA TAM TAY TRE EM.

POC KY HPONG DAN SUf DUNG TRUOC KHI DUNG.
THUOC NAY CHI DUNG THEO BON THUOC.

THANH PHAN VA HAM LUQNG

Thanh phan duogc chat: Mot ong thudc don liéu (2ml) chira 1mg budesonid.
Thanh phan ta dwoc: Dinatri edetat (dihydrat), Natri clorid, Polysorbat 80, Acid citric khan, Natri
citrat (dihydrat), Nuwéc cat pha tiém.

DANG BAO CHE

Hén dich khi dung duing d& hit.

Hén dich mau trang dung trong-onythudc don lieu 1am tir chat ligu nhya.

CHI PINH PIEU TRI

Diéu tri hen phé quan.
PULMICORT co thé duoc st dung khi can thiét phai thay thé hodc gidm liéu steroid dwong udng.
PULMICORT RESPULES c¢ thé dung trong diéu tri viém thanh quan-khi quén-phé quan cép

(bénh Croup) & nhi nhi va tré em.
LIEU DUNG VA CACH DUNG

Hen phé quan

Pulmicort Respules nén dwoc st dung véi may khi dung khi nén thich hop. O ngudi lon, sinh
kha dung toan than clia budesonid sau khi dung thuéc qua may khi dung khi nén la khoang 15%
lidu dinh nhan va 40% dén 70% liéu phong thich. M6t phan nhd cla thuéc sé di vao co thé do
nudt vao.

Thoi gian khi dung va lwgng thude dwoc phong thich phu thuée vao tée dd déng khi, thé tich
budng chira va thé tich thudc nap vao. Thé tich thubc nap vao thich hop cho hau hét may khi
dung la 2 ml.
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Sv lang dong c6 thé xay ra khi bao quan PULMICORT RESPULES. Néu sau khi 3¢ ma thudc
khéng tré lai dang hén dich thi nén loai bé dng thudc.

Liéu khéi dau, hodc trong giai doan hen nang. hoac trong thei gian gidm liéu corticosteroid duwdng
udng:

Nguoi lon: 1-2 mg x 2 lan/ngay.

Tré em: 0,5-1 mg x 2 lan/ngay.

Diéu tri duy tri:

Tuy thudc ca nhan va nén dung liéu thap nhat lam mét triéu ching. Liéu chi dinh la:

Nguai lon: 0,5-1 mg x 2 lan/ngay.

Tré em: 0,25-0,5 mg x 2 lan/ngay.

HUONG DAN BENH NHAN

1. Can hudng dan cho bénh nhan biét rdng PULMICORT la thude dw phong can phai st dung
déu dan va khéng duoc sl dung nhu don liéu phap dé cat con hen cép tinh.

2. Bénh nhan nén duoc huéng dan st dung dung cach loai dung cu khi dung thich hop cho bénh
ly cta ho. M6i don vi dong goi PULMICORT déu c6 To Hudng Dan S& Dung day du.

3. Bénh nhan st dung thudc gian phé quan bang dwong hit dwoc khuyén nén dung thude gian
phé quan trwdc khi st dung Pulmicort dé tdng cudng sw tham nhap cla thudc vao phé quan.
Nén cach nhau 1 khoéng thei gian nghi gitra 2 1an hit.

QUAN LY LAM SANG

1. Bénh nhan khéng phu thudc corticosteroid dwdng uéng

Diéu tri véi PULMICORT & liéu chi dinh cho hiéu qua diéu tri trong vong 10 ngay.

O bénh nhan cé xuat tiét dam qua muic, nén cho liéu trinh ngén khéi dau (khoéng 2 tuan) bang
corticosteroid duwdng ubng, bat dau bang liéu cao sau dé giam tir tir dé bb sung cho PULMICORT.
Viéc diéu tri phai tiép tuc it nhat 1 thang trede khi xac dinh su dap (rng t6i da vai lieu PULMICORT
duoc sir dung.

2. Bénh nhan phu thudc corticosteroid dudng uéng

Can theo dai dac biét & nhiing bénh nhan phu thudc corticosteroid dueng uéng chuyén sang
PULMICORT do sw binh thuwdng héa chdm cla chirc ndng truc ha ddi-tuyén yén-tuyén thuong
than da bi réi loan béi viéc str dung kéo dai CorTicos’;eroid dudng uéng (xem Than treng -Dung
corticosteroid uéng \{é cac phan rng toan than cibg/xéy ra khi dung corticosteroid hit - trc ché
truc HPA va suy tuyén thuwong than). (\

Nén bat dau diéu tri bang PULMICORT khi bénh nhan hen dang & trong tinh trang twong déi én
dinh. Mét liéu cao PULMICORT nén dwoc st dung kém voi liéu corticosteroid dudng udng da
dung truac day trong khoang 2 tuan. Nén giam liéu corticosteroid dworng udng ti tir téi liéu thap
nhat c6 hiéu qua (vi du 1 mg prednisolon hoac twong dwong méi 4 ngay, tuy nhién mic giam liéu
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chinh xac con tuy thudc vac dap (rng 1&m sang cla bénh nhan). Khéng nén thay dbi liéu
PULMICORT trong th&i gian bénh nhan con sir dung corticosteroid duéng udng.

Trong nhiéu treéng hop, co thé thay thé hoan toan corticosteroid dwdng udng bang PULMICORT
dudng hit. Mot sé trudng hop khéc, liéu thap steroid dudng ubng dé duy tri 1a can thiét. Mot vai
bénh nhan cdm thay khé chiu khi ngwng corticosteroid dwong udng do tac dung corticosteroid
toan than giam. Bac sT can hd tro tich cuc cho bénh nhan va nhan manh Iy do diéu tri bang
PULMICORT.

Thoi gian can thiét cho viéc tai san xuét du corticosteroid tw nhién thwong kéo dai va co thé dén
12 thang. Nhirng bénh nhan chuyén sang PULMICORT nén c6 mot Phiéu Chira Thong Tin Can
Puoc Lwu y Thich Hep néu ré cac b&nh nhan nay cé thé can dung b sung corticosteroid toan
than trong giai doan stress nhw nhiém trung nang, chan thuong hodc phau thuat. Trong nhikng
giai doan nhu thé, viéc dung bd sung corticosteroid dwéng uéng la can thiét.

Trong khi chuyén tir liéu phap duéng ubng sang PULMICORT, tac déng steroid toan than sé
giam. Cac triéu chirng dj (rng sém coé thé tai phat (nhw 12 viém mai, cham, viém két mac) hoac
bénh nhan mét méi, nhirc ddu, dau co khép, tram cam, mét mai, thinh thoang buén nén va nén.
Trong nhi*ng tredng hop nhu vay, can hé trg thém vé mat y khoa.

Viém thanh quan-khi quan-phé quan cap (bénh croup)

O nhi nhi va tré em méc bénh Croup, liéu thédng thudng 2 mg budesonid dang xéng khi dung
(PULMICORT RESPULES) dung 1 Ian.

CHONG CHI BINH
Man cam vé&i budesonid hay bat cir thanh phan nao cda thuée.
LUU Y DAC BIET VA THAN TRONG KHI SU DUNG

Than trong

Co that phé quan

PULMICORT khéng dwec chi dinh trong gigmycon co that phé quan tire thei, vi vay PULMICORT
khéng thich hop la don liéu phap di\@?z%;en hay dot kich phat hen cdp ma Iuc dé can cac
bién phap xt tri tich cwe.

Néu bénh nhan khéng thay co6 hiéu qua khi ding thubc gian phé quan tac dung ngén, hoac bénh
nhan can nhiéu Ian hit hon théng thwong thi phai lvu y vé mét y khoa. Biéu nay cho thay tinh
trang bénh dang xau di va can phai danh gia lai liéu phap diéu tri.

Duiing corticosteroid dang uéng

Can dac biét theo dbi nhitng bénh nhan chuyén tir corticosteroid dang uéng sang PULMICORT
vi cac bénh nhan nay cé thé van con nguy co giam chirc nang tuyén thuong than trong mét thoi
gian dang ké& (xem Than trong — Tac déng toan than cé thé xay ra khi ding corticosteroid dang
hit: e ché truc dudi déi — tuyén yén — tuyén thuong than (HPA) va suy chirc ndng tuyén thuong
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than). Nhirng bénh nhan nay dwoc huwdng dan mang theo Phiéu Chira Théng Tin Can Puoc Luu
y Thich Hop (Xem muc Quan ly 1&m sang - Nhirng bénh nhan phu thudc corticosteroid duwong
uéng).

Bé&nh nhan trwdc day co6 sl dung steroid toan than liéu cao cd thé xuat hién lai sém hon cac trieu
chirng di t'ng nhur viém mai, cham khi chuyén tir liéu phap steroid dwdng uéng sang PULMICORT
do tac déng toan than ctia budesonid thap (Xem muc Quan Iy 1am sang - Nhirng bénh nhan phu
thudc corticosteroid duwong udng).

Tac dong toan than coé thé xay ra khi diing corticosteroid dang hit

Steroid dang hit dwgc thiét ké nham phan phéi glucocorticoid trwc tiép dén phdi dé gidm ndng do
glucocorticoid toan than va phan tng phu. Tuy nhién, steroid dang hit cé thé cé tac déng ngoai
y; tac doéng toan than co thé xay ra cua steroid dang hit bao gém trc ché truc HPA, gidm mat dé
xwong, duc thly tinh thé, tang nhan ap va cham tang trudng & tré em. O bénh nhan |& thudc
steroid, viéc dung steroid toan than truéc day céd thé 1a mét yéu té gép phan (xem Than trong —
St dung corticosteroid dwéng udng), nhwng nhirng tac déng nhw thé co6 thé xay ra & cac bénh
nhan dung steroid dang hit thuéng xuyén.

Uc ché truc HPA va suy tuyén thwong than

Sw trc ché truc HPA phu thuéc vao liéu (biéu hién bang AUC cua cortisol trong huyét tvong va/
hodc trong nudc tiéu 24 gio) da dwoc ghi nhan véi budesonid hit, mac du nhip sinh hoc
(physiological circadian rhythms) cla cortisol huyét twong van dwoc duy tri. Diéu nay cho thay
s (rc ché truc HPA c6 thé biéu hién tinh trang thich (rng vé mat sinh Iy d& dap &ng véi budesonid
hit, ma khéng nhat thiét co suy tuyén thwong than. Van chua thiét 1ap liéu thuéc thap nhat dwa
dén suy tuyén thuong than co biéu hién lam sang. Rat hiém trwdng hop réi loan chirc nang tuyén
thuwong thén cé bidu hién 1am sang da dwoc ghi nhan trén bénh nhan dung budesonid hit & cac
liéu khuyén céo.

Can déc biét theo dai & bénh nhan chuyén tir corticosteroid dang udng sang dung PULMICORT,
vi nhirng bénh nhan nay cé thé van co nguy co' suy chirc nang tuyén thuong than trong mot thoi
gian dang ké (xem Than trong — St dung corticosteroid udng). Bénh nhan can diéu tri voi
corticosteroid liéu cao trong truo'ng hop khan cap, viéc diéu tri kéo dai véi corticosteroid hit & cac
liéu khuyén cao cao nhat hodc bénh nhan dang diung déng thoi cac thudéc chuyén hoa qua
CYP3A4 (xem Tuong tac thudc) co thé cé nguy co. Cac énlg nhan nay co thé co dau hiéu va
triéu chirng suy thugng than khi bi stress nang nhw cha Lyﬂ/ng, phau thuat, nhiém khuan (dac
biét Ia viem da day-rudt) hodc cac tinh trang do mét chét dién gidi trdm trong. Nén theo déi d&u
hiéu réi loan chirc nang tuyén thuwong than & cac bénh nhan nay. Déi véi cac bénh nhan nay,

cling nén xem xét ding thém glucocorticosteroid toan than trong giai doan stress, con hen nang
hoac phau thuat chen lec.

Mat dé xwong

M&c du corticosteroid liéu cao cé thé dnh hudng dén khéi lweng xuong, cac nghién clru theo

déi dai han (3-6 nam) vé& diéu tri budesonid trén nguei truédng thanh & cac liéu khuyén cao ké ca

4
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mot nghién cteu thwe hién trén bénh nhan cé nguy co lodng xwong cao déu khong chirng 16 tac
dong bat loi trén khéi lvong xwong so véi gid duoc. Van chua thiét 1ap liéu thap nhat anh hudng
dén khéi lvong xwong.

Cac sb do mat doé khoang hoa xuwong & tré em nén dwoc phan tich than trong vi sw tdng truéng
viing xwong & tré em dang phat trién cé thé phan anh su gia téng thé tich xwong. Trong 3 nghién
clru Ion & tré em (5-16 tudi) cé thdi gian dung thudc tir trung binh dén dai han (12 thang - 6 nam),
khéng ghi nhan cé tac déng nao trén mat do khoang clia xwong sau khi dung Pulmicort (liéu 189
— 1322 mcg/ngay) so véi khi dung nedocromil, gia duoc hodc cé cac nhém chirng theo tudi. Tuy
nhién, trong mét nghién clru ngdu nhién trong 18 thang (n=176; 5-10 tudi), mat do6 khoang cua
xwong giam dang ké khoang 0,11g/cm? (p=0,023) & nhém dung budesonid hit qua Turbuhaler so
v&i nhom dung disodium cromoglycate dang hit. Liéu budesonid 1& 400 mcg x 2 lan/ngay trong 1
thang, 200 mcg x 2 lan/ngay trong 5 thang va 100 mcg x 2 lan/ngay trong 12 thang. Liéu disodium
cromoglycate |a 10 mg x 3 lan/ngay. Van chua xac dinh y nghia lam sang cla két qua nghién
clru.

Sw tang truéng

Sw giam téc d6 tang trwdng lic dau thuweng nhé va thoang qua (khodng 1 cm) da duoc ghi nhan
va thudng xay ra trong ndm diéu tri dau tién. Cac nghién clru dai han trong thuc hanh lam sang
cho thay tré em diéu tri bang budesonid dwéng hit cubi cuing cling dat dén chiéu cao muc tiéu khi
trwdng thanh. Tuy nhién, trong 1 nghién ctru dai han mu déi, trong dé liéu budesonid khéng duoc
diéu chinh dén liéu thap nhét co hiéu qua, tré em (khdi dau ti 5 — 13 tudi) diéu tri bang budesonid
dwong hit trong vong 4 — 6 ndm co chiéu cao trung binh thap hon 1,2 cm so véi nguoi lon duoc
chon ngau nhién vao nhém chiing.

Hiém gap cac ca thé nhay cdm khac thwdng véi corticosteroid dudng hit. Nén thyrc hién cac phép
do chiéu cao dé nhan biét cac bénh nhan qua nhay cam. Can can nhac gitra anh huéng lén suw
tang trudng khi dung thudc dai han voi hiéu qua lam sang. Dé giam thiéu tac dong toan than cla
corticosteroid dang hit, nén x@%ﬁ;} thudc thap nhét cé hiéu qua cho trng bénh nhan (xem
Liéu Luwong va Cach Str Dung)—

Bénh nhan nhiém khuén va bénh lao

Lidu cao glucocorticosteroids c6 thé che I&p dau hiéu nhiém khuan hién tai va tinh trang nhiém
khuan mai co thé xay ra trong khi dung thudc. Can dac biét luu y & bénh nhan lao phdi hoac
nhim n&m, vi khuan hoac virtt dudng hé hap thé tién trién hoac tiém an.

Chirc nang gan

Giam chirc ndng gan cé thé anh huéng dén su thai trir corticosteroid. Digu nay cé thé lién quan
vé mét |am sang dbi véi bénh nhan tén thuong chire nang gan tram trong.
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Hé théng phan phéi dwéi ap lwec dwong

Cac thude dung qua dudng hd hép khéng nén sl dung véi hé théng phan phéi duéi ap luc
dwong (nhw IPPB) & cac bénh phdi nhw tran khi mang phéi, kén khi, tran khi trung thét, trie khi
c6 hé théng dan lwu dac biét.

Kha nang gy ung thw va gay dot bién

Kha nang gay ung thu ctia budesonid da dwgc danh gia & chudt bach voi liéu udng 1én dén 200
mcg va & chudt voi liéu udng 50 meg/kg/ngay. Khong cé tac dong gay ung thw nao dwoc ghi
nhan trén chudt bach. Trén mét nghién clru da nhan thay co sw tdng i 1€ méi mac u than kinh
dém & chudc duc gidng Sprague-Dawley dung budesonid, tuy nhién két qua nay dwoc cho 1a
khéng chac chan. Cac nghién ctru dwoc thure hién thém trén chudt dwc Sprague-Dawley va chudt
giéng Fischer cho thdy f7 1& méi mac u than kinh dém trén chuét cho dung budesonid thap va
khéng khac biét so v&i cac nhém tham khao dung glucocorticoid hodc nhém chirng. Két luan rang
viéc diéu tri voi budesonid khéng lam tang ti I1& mai mac u ndo trén chuét.

Trén chudt dwe dung liéu 10, 25 va 50 meg/kg/ngay, nguwdi ta da chirng t6 ¢o sw tang ti 1é moi
mac budu té bao gan tién phat trén chuét voi liéu 25 va 50 mcg/kg/ngay. Hién twong nay duoc
ghi nhan & tat ca 3 nhom steroid (budesonid, prednisolon, triamcinolon acetonid) trong moét nghién
clru lap lai trén chudt duc Sprague-Dawley, do vay cho thay day la tac dong cla nhom
corticosteroid.

Khé na&ng gay dét bién cla budesonid da dwoc danh gia trén 6 hé thong thi nghiém khac nhau.

Khéng phat hién budesonide cé kha nang gay dut doan nhiém sic thé hoac dét bién.

S’ DUNG THUOC CHO PHU N cO THAI VA CHO CON BU

Phu nlr c6 thai — nhém A

Loi ich cla viéc kiém soat hen da duoc danh gia 1a vuot tréi hon so véi cac tac déng ngoai y co
thé xay ra cho me va thai nhi.

Két qua tlr mot nghién ctru tién clru Ién vé dich té hoc va cac kinh nghiém trong qua trinh lwu
hanh thuéc cho thay dung budesonid dang hit trong thdi gian mang thai khéng gay cac tac dong
ngoai y déi v&i bao thai hoac tré so sinh.

Nén xem xét dén viéc dung céac glucocorticosteroid dang hit nh {Jdesonid vi tac déng toan than
thdp so v&i cac glucocorticosteroid dung duéong ubng & cac-Hel cé dap (rng twong duong tai
phéi.

Phu ni cho con bu

Budesonid bai tiét qua stta me. Tuy nhién, do liéu dung twong déi thap khi st dung qua dwong
hit nén néu thuéc co hién dién trong sira thi cling véi mét lwong thdp. Néu loi ich cao hon nguy

co thi van co6 thé xem xét dén viéc cho con bu trong théi gian dung thudc.
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ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Pulmicort khong anh hwdng Ién kha nang lai xe va van hanh may méc.
TUWONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TWONG TAC KHAC

Budesonid chuyén hoa chi yéu qua trung gian CYP3A, mét phan nhom cla hé théng men
cytochrom P450. Vi thé, cac chéat (rc ché men nay nhu ketoconazol va itraconazol cé thé lam
tadng ndng dé budesonid toan than. Biéu nay it cé y nghia vé mat 1am sang khi diéu tri ngén han
(1-2 tudn) voi thude e ché CYP3A, nhwng can xem xét dén khi diéu tri 1au dai.

TAC DUNG KHONG MONG MUON

PULMICORT néi chung dwoc dung nap tét. Da sb cac phan (rng ngoai y nhe va tai ché. Tac déng
toan than va cac bién chirng hau hong gay ra béi budesonid duoc nhan thay la phu thude vao
lieu.

Biéu hién 1&m sang cua viéc dung qua liéu steroid xay ra & 50% bé&nh nhan (n=10) dung liéu >
1,6 mg budesonid mai ngay trong th&i gian dai.

Theo cac nghién ciru lam sang, y van va kinh nghiém sau khi lwu hanh thudc, mét sé tac dung
ngoai y sau co thé xay ra:

' Thudng gép Mii - hong: Khan giong; dau, kich thich ¢ hong; kich thich lugi va
(> 1%) miéng; khé miéng; nam Candida miéng.
Hé6 hap: Ho
it gap Mii - hong: Kich thich thanh quan; vi giac kém.
(< 1%)
A
Tieu hod:  —1 Wéu chay; budn non.
Phan trng qua Cac phén trng dué man tirc théi va muén nhu phan rng
man: da (néi mé day, ban dé, viém da): co that phé quan, phu

mach va phan &rng phan vé.

Hé than kinh | Nhirc dau; choang vang; cam giac khat; mét moi.
trung wong:

Réi loan chuyén | Tang can.
hoa wva dinh
duwéng:
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Néu ndm Candida & miéng hau phat trién, co thé didu tri voi thubc khang ndm thich hop trong
khi van tiép tuc st dung PULMICORT. C6 thé gidm thiéu nhiém ndm Candida bang cach stc
miéng sau mdi lan hit.

Steroid hit cé thé cé cac phan rng ngoai y néu dung liéu cao hon ligu khuyén céo; cac tac déng
toan than cé thé g&p khi dung corticosteroid dang hit bao gém (rc ché truc HPA, giam mat do
xwrong va giam téc dé phat trién & tré em (xem Than trong -Tac d6ng toan than cé thé xay ra khi
dung corticosteroid dang hit).

o Sy gidm téc do tang trudng lic dau thuwong nho va thoang qua (khoang 1 cm) da duoc ghi
nhan va thudng xay ra trong nam diéu tri dau tién. Cac nghién ciru dai han trong thirc hanh
lam sang cho thay tré em diéu trj bang budesonid dudng hit cudi cling cling dat dén chieu
cao muc tiéu khi trudng thanh. Tuy nhién, trong 1 nghién ctru dai han mu daéi, trong do lieu
budesonid khéng Guoc digu chinh dén liéu thap nhat co hiéu qua, tré em (khéi dau tir 5 — 13
tudi) didu tri bang budesonid dwdng hit trong vong 4 — 6 nam c¢é chiéu cao trung binh thap
hon 1,2 cm so véi ngudi Ién dwoc chon ngdu nhién vao nhom chirng (xem Than trong -Tang
Trudng).

e S e ché truc HPA phu thuéc lidu da dwoc ghi nhan khi dung budesonid, tuy nhién tinh trang
nay cé thé xem nhu su dap wng sinh Iy hon 1a suy tuyén thuong than (xem Than trong -Uc
ché truc HPA va suy tuyén thuong than). Chuwa xac dinh liéu thap nhét lién quan d@én suy
gidm chrc nang tuyén thuong than trong Iam sang.

e Khéng ghi nhan co tac déng trc ché mat doé xwong trén ngwoi Idn dung budesonid hit & cac
lidu khuyén cao. Trén tré em, mat do khoang clia xwong nén dugc phan tich than trong vi sw
gia tang & vung xuwong cé thé phan anh sy tang thé tich xuwong (xem Than trong -Mat do
xuwong).

Hiém c6 bao cao vé tham tim da xay ra khi dung glucocorticosteroid dang hit.

Céc triéu chirng vé tam than nhw réi loan hanh vi, kich thich, bén chén va tram cam da duwoc ghi
nhan khi dung budesonid cling nhw cac glucocorticosteroid khac.

Cé thé xay ra kich (rng da mat trong mét vai trudng hop khi st dung may xéng khi dung
(nebuliser) véi mét na. D& ngan nglra sw kich rng, nén riia mat sau méi lan dung PULMICORT
RESPULES qua may x6ng khi dung (nebuliser) va mé{%g

PULMICORT hiém khi gay co that phé quan & nhﬂ’ngééénkh nhan qua nhay cdm. Con co that phé

quan co thé duoc diéu tri bang thubc cuéng giao cam béta 2 dang hit.
QUA LIEU VA CACH XU TRI
Triéu chirng

Hau hét treong hop qué liéu khéng gay ra triéu chirng rd rang ma chi lam giam nong dé cortisol

trong huyét twong va tang sé luong va ty 1& bach cau da nhan trung tinh trong mau. Sé lvong va
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ty 1& bach cau lympho va &i toan giam. Qua liéu thuong xuyén co thé gay creng nang vé thwong
than va trc ché truc ha ddi-tuyén yén-tuyén thwong than.

Diéu tri
Nguwng PULMICORT hoac gidm liéu s& lam mét han triéu chirng, méc du truc ha doi-tuyén yén-

tuyén thwong than cé thé héi phuc cham.

DAC TiNH DUQC LUC

PULMICORT la corticosteroid st dung bang dwéng hit trong diéu trj va dy phong hen phé
quan.

Cac thir nghiém & nguéi va déng vat cho thdy méi twong quan thuan loi gitra hoat tinh khang
viém tai chd va tac dong glucocorticoid toan than voéi bién dé réng vé lidu luong. Didu nay duoc
giai thich la do sw chuyén hoa nhiéu cla budesonid trong giai doan dau qua gan sau khi dwoc
hap thu vao mau, khodang 85-90% va do hoat tinh thap clia nhirng chat chuyén hoa duoc tao
thanh.

Thi nghiém lam tréng da cla cac steroid tac dong tai chd & ngudi cho thay hoat tinh khang viém
clia budesonid gap khodng 2 lan beclomethason dipropionat. Tuy nhién, budesonid it tac dung
toan than so véi beclomethason dipropionat qua viéc danh gia tac dong trén sé lugng bach cau
(WBC) va su gidm ndng dd cortisol huyét twong vao budi sang. Ty I& gitra hoat tinh khang viém
tai chd va tadc déng toan than cla budesonid dwgc cai thién do ai lyc cao véi thu thé
glucocorticoid, cung vé&i sw chuyén héa lan d4u qua gan nhanh va thei gian ban hiy ngan.

Liéu 0,8 mg cho thay lam giam ndng dé cortisol huyét twong va bai tiét cortisol trong nwéce tiéu.
Mot liéu hit 3,2 mg budesonid lam gidm ndng dé cortisol huyét tvong trong duwong vai 10 mg
prednisolon udng.

Budesonid trung hoa phan rng phan vé tai phéi & chudt lang chi yéu qua trung gian IgE chi
khéng phai IgG. Viéc diéu tri trudc véi 1 mg budesonid dudng hit/ngay ti 1-4 tuan & bénh nhan

hen cé tac dung e ché phan ¢ng tike thefl céra phé quan ddi véi tac nhan dj wng theo thai gian.
Phan &ng di (rng cham bj ke ché saulpét tuan digu tri bang duong hit.

Viéc diéu tri trude voi budesonid dang hit 2-4 tuan cling cé tac dung gidm s tang dap ng cda
phé quan khéng dac hiéu & bénh nhan hen @éi véi cac chét kich thich trwc tiép (histamin,
methacholin) va gian tiép (géng sirc) theo thoi gian.

& chuét lang, budesonid khang lam gian phé quan qua tac déng trén thu thé béta va cling khong
anh huéng dén tac dong gian co tron duéng hd hap cla theophyllin. O nguei, khi hit 1,6 mg
budesonid 1 Ian duy nhét thi co tac dung gian phé quan nhe. Tac dong nay dat tdi da 6 gid sau
khi hit va keo dai 12 gio.
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DAC TiNH DUQ'C BONG

Thé tich phan phéi clia budesonid & ngudi trudng thanh khoang 300 L va & tré em 1a 3,1 dén 4.8
L/kg, diéu nay cho thay budesonid c6 &i lwrc cao tai mé. Mic dé gan két véi protein huyét twong
la 88,3 £ 1,5% & ngudi.

O ngudi trwdng thanh, thei gian ban hiy cta budesonid sau khi khi dung 1a 2,0 + 0,2 gio va &
tré em 1a 1,5 gi& véi ndng dé dinh trong huyét twong dat duoc ngay sau khi dung thuée.
Chuyén hoa sinh hoc khéng dang ké da duoc ghi nhan trén phéi va cac ché pham huyét thanh &
nguoi.

90% PULMICORT bi bét hoat khi chuyén hoéa lan dau qua gan tao ra cac chat chuyén hoa phan
cwc hon co hoat tinh glucocorticosteroid toan than thap hon 100 |an so voi hop chat ban dau.
O nhirng ngudi tinh nguyén hit budesonid danh dau bang triti, 31,8 + 7,5% liéu phong thich xuat
hién trong nwéc tiéu va 15,1 4,3% & trong phan (0-96 gi®). Kha nang thanh thai budesonid dang
khong ddi trong huyét twong la 84 L/gié & nguoi trudng thanh va 1,5 - 2 Ligid/kg & tré em.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Hwéng dan siv dung

1. Trudc khi dung, xoay nhe 6ng thuéc dé cac thanh
phan trong 6ng thudc dugc phan bo déu tro lai.

2. Gilr 6ng thuéc don liéu hudng 1én trén (xem hinh)
va m& 6ng bang cach xoan phan dinh (canh).

3. D&t phan mé cua éng thudc vao binh chira clia may
khi dung va bop tw tir.

Ong thudc don liéu dwoc danh ddu badng mét vach (co & dng Pulmicort 0,5 mg/mL). Vach nay
cho biét mdre thé tich 1 mL khi éng thuéc dugc dat huéng xubng.

Néu chi diing 1 mL, bép thanh phan bén trong ra cho dén khi mirc chét 1dng dat dén vach chi.

Bao quan tranh anh sang déi vai dng thudc da mé. Phai st dung 6ng thudc da mé trong vong
12 gio. Nén lwu y rang néu chi ding 1 mL, phan thé tich con lais& khéng bao dam vé trung.
—

Trwdc khi dung phan chat I6ng con lai, xoay (I&c) nhe éng thudc dé cac thanh phan trong éng

thudc duoc phan bd déu trd lai.

LUU Y:

1. Suc miéng k§ voi nuwéc sau méi lan khi dung.

2. Néu dung mat na, phai dam bao dat khit mat na dang dugc phun khi dung. Rtra mat sau
méi 1an diéu tri.

10
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VE SINH
Budng khi dung va dau ngam hodc mat na nén duoc lau sach sau méi 1an dung. Rira sach cac
phan trong nuéc 4m bang cach dung mot chéat tay rira nhe hodc theo hwrang dan do nha san xuét
may khi dung cung cap. Trang ky va lam khoé bang cach néi buéng khi dung véi may phun hodc
duong dan khi.

QUY CACH BONG GOI

Hop 4 goi x 5 6ng don liéu 2ml.

DIEU KIEN BAO QUAN

Bdo quan & nhiét d6 duci 30°C. Khéng déng lanh. Nén virt bo éng Respules chua ding sau 3
thang sau khi mao tui.

Luén gitr 6ng chwa mé trong géi nhém dé bao quan tranh anh sang.

Bao quan tranh anh sang déi véi éng thudc da mé. Phai st dung 6ng thudc da mé trong vong
12 gior.

HAN DUNG

Han dung 24 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG: TCCS

CO SO SAN XUAT

AstraZeneca AB

SE-151 85 Sodertalje, Thuy Bien ,

NGAY XEM XET SUA DO, Qéjﬁﬂ/ﬁ& LAI NOI DUNG HUONG DAN SU DUNG THUOC
XXXX
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