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Pulmicort® Respules®
Budesonid 0,6 mg/mi
Hbn dich khi dung ding d6 hit

OF XA TAM TAY TRE EM.
00C K HUGNG DAN SU DUNG TRUGC KHI DUNG.
THUGC NAY CHi DUNG THEQ BON THUSC,
THANH PHAN VA HAM LUONG
Thanh phitn dutc chiit: MOt Sng thude dean libu (2mi) chita 1mg Pudesonid.
Thanh phiin 14 duge: Dl edetat (dihydral), Natri alorid, Polysorbal 80, Acid citric
khan, Natr oltrat (citydrat, Nuwe cét pha tim
DANG BAO CHE
Hén dich khi dung ding df hin
Hén dich mau triing dyng ong Sng thubc don lidu 1om tir chit kU nhya
CHI BINH DIEU TR
Bidu i hen phé quin
PULMICORT c3 thé dudc 8 dyng khi cin thidt ph thay thé hodc gidm libu steroid

duting ubng

PULMICORT RESPULES ¢4 thé ding trong didu ri viém thanh qudn-khi qudn-phé qudn
cdp (bgnh Croup) & nhd N vk ré em.

LIEU DUNG VA CACH DUNG

Hen phé quin

Pulmicort Respules nén dUgt sl dyng véh miy kv dung kil nén thieh hop. & nguei lon,
wnh khi dyng todn hin cUa budesanid sau khi ding thubc qua miy khi dung khi nén I
khoding 15% Bbu dinh nhan v 40% déin 70% Iiku phong thich, M3t phin nhé cda thosc

84 di vao cd thé do nust vio. §

Tht gun Kni dung v g thude duge phéng thich pny thube vaatse a6 dong khi, thé
tich bubng chura ¥ th tich tubc nap vao. Thé tich thubc Nap vao thich hap cho Fu hét
iy khi dung 14 2 ml

Sut liing dong c6 thé x4y ra khi béo quin PULMICORT RESPULES Néu sau khi ldc ma

thuBc khong trd lal dang han dich thi nén loal bd Sng thobe,

corticosteroid duong udng,
Ngues km: 1-2 mg x 2 n/ngay.
Tré em: 0,5-1 mg x 2 @n/ngay.

Diby i du I

Tisy thude ch nhan v ndn dung kbu thap nhit 1am mdt trigu chimg, Lidu ohi ginh 1a°
NguA in. 0,6-1 mg x 2 lin/ngiry.

Tré em: 0.26-0.5 mg x 2 lan/ngay.

HU/ONG DAN BENH NHAN

1. Ciin huting dlin cho bnh nhin biét riing PULMICORT 1 thuta dy phong chn phai sir
dung dbu din va kihdng duge s aung nhu don lidu phap d6 cht eon hen cAp tinn

2 Bénh nhan nivn duge hueng din st dung ding cach logl dung cy khi dung thich
hop cho bénh Iy cda ho. Mbi don v déng gol PULMICORT ddu o Té Hudng Din S
Dung &y ad.

3. Bénh nhdn sir dyng thubc gién phé qudn bing duting hit durge khuytn nén ding
thufc gin phé quan trude khi sir dung Pulmicort dé ting cudng ey thim nhap cla thusc
vao phé quan. Nén cach nhau 1 khadng thél gan nghl gitra 2 fan ht
QUAN LY LAM SANG

1. Bénh nhiin khong phu thuic conicosiernid dudng véng

Didu tr viét PULMICORT @ by chl dinh cho hidu qud didu trj trong vong 10 ngly.

@ bénh mhan c6 xuiit 161 dam qua muc, nén cho fiéu trnh ngan khdl du (khodng 2 tuln)
blng corticoslerold duding usng, bt dAu blng lidu cas sau dd giam 1 1 06 bS sung
cho PULMICORT. Vide didu bi phal 1i6p tue it nhdt 1 thing trudc khi xdc dinh sy dap ung
161 da vés Kéu PULMICORT dutio 8 dyng

2. Bénh nhin phu thude conosteroid duing uéng

Chin theo dol dic bigt @ nhimg bénh nhan phy thudc corticosteroid duing uéng chuydn
sang PULMICORT do sy binh thuting héa chm cla chife ndng truc ho ddHuyén yéa-
Tuyéin thugng than i bi 64 loan bdi e sir dung kéo dai corticosteroid dudng udng
{xom Thitn trong -Dung corticosterord ubng v cac phdn (Mg 108 than ¢d (hé xdy ra khi
ding corticosteroid hi - trc chi inyc HPA va suy tuyén thiromg thjn)

Nén bt dhu didu trj bang PUMICORT khi bnh nhin hen dang & irong tinh trang tvong
36i 6n dinh, M3t lidu cao PUMICORT nén dudc s{f dung kém vl i conticosterold
Auting ubng A4 dung trudc ddy trong khodng 2 tuin. Non gidm libu corticosterckd dudng
u&\gwwmﬂuminnmwhieuquﬂwculmgpmdnisdmhoﬂn“mamm&
4 ngary, tuy nhién muc gdm Bu chinh xic con tuy thudc vao dap img 1Am sang cda bénn
nhan). Khéng nén thay 46 kbu PULMICORT trong thal gian bénh nhiin cén st dung
corticostercid dudng ubng

Trong nhidiu truiing hop, ¢4 thé fhay thé hobin toan corficostercid dudng ubng bing
PULMICORT duéing hit Mét s& truting hop khac, idu thap storold duéng uéng dé duy tr
14 clin thiét. Mét val bénh nhan cém thily khd chiu khi ngung corticosterold duting ubng
do thc dyng corticosteroid icdn than gidm. Bac 81 chn hd trg tich oye cho bdnh nhin va
nhédin manh ty do didu tri bing PULMICORT.

Tht glan can thiét cho whc tal sdn xufit 30 corticosterold (u nhién thrting kéo dal v co
thé dén 12 thang. Nhimg bnh nhin chuyén sang PULMICORT nén ¢o mot Phiéu Chua
Thong Tin Cin Buoc Luuy Thich Hop néu rd cie binh nhin nay cé thé cin dung bs
sung coricostoroid toan thin trong gial doan siress nhu nhidm ting ndng, chén thuang
hode phiw thust Trong nhimg giai doan nhy thé, vidc dung bé sung corticosteroid
duing ubng A can thiét

Trong khi chuyén 1 liu phap duang ung sang PULMICORT, tac ddng stercid todn than
6 gidm. CAc tribu chimg & Umg sdm co thd 14l phdt (nhu 1 viém mil, chim, viém két
mac) hode bénh nhan mét mél, nhirc diu, dau cd Kidp, trm cdm, mét méi, thinh thodng
budn ndn va ndn. Trong nhimg truding hgp nhut vy, clin hd irg thém v mit y khoa.
Viém thanh quan-khi quén-phé quan c&p (bénh croup)

& nhi nhi vé tré em méc banh Croup, by théng thueng 2 mg budesonid dang xong khi
dung (PULMICORT RESPULES) ding 1 fan

CHONG CHI BINH

Min cam vdi budesonid hay bt cif thanh phin nao cia thubc.

LUU ¥ DAC BIET VA THAN TRONG KHI SU DUNG

Thén trong H

Co thiit phé quin

PULMICORT khdng dugc ehi dinh trong gliim can co thit phts qudn tire (hd, vi vy
PULMICORT khong thich hap la don idu phap didu tri con hen haydgt kich phat hen cdp
ma loe 6 ciin cac bién phap XJ tri tich ey, 3

Néu bénh nhan khong thiy b hidu qua khi ding thudc gidn phd quin tac dung nglin,
hodc bént nhdn cAn nhibu @n hit han théng hurdng thi phd luu Y mét y khoa. Bidu nay
mlmmmmmmmuamclnmwnnhgvemngujahtnuum

Ding corticosterold dang vbng
clnuubmmooivhmmmmmmnlummmaWMMsﬂm
PULMICORT vi cac bénh nhin ndy c4 thé vin con nguy od gidm Ehitc nang tuyén thudng
mvmwmummks(mmnuw—Tuummlnanmmimmm
ding corticastoroid dang hit: (o ché tryc durél d8i — tuyén yén — luyén thuong than (HPA)
uwch&nn&qm‘nlhmmmuhangbonhnhbnmauwhmdhmm
Phidu Ghum Théng Tin CAn Buge Lin y Thich Hop (Xem muc Qudn by thm sang - Nhimg
bénh nhan ph thude corticoslaroid dudng ubng).
Bcnhnnmwaoauoon'ldw\galmldlu-nmlnl-bumcomlmtmummlm
60 Uigu chimg df ¢ng Nt viém mii. cham khi chuyén tir 11§y phép siaroid duéing u6ng
sang PULMICORT do the 36ng toan than ciia budesonid ihp (Xem myc Quan ly lm
sang - Nhirng bénh nhan phu thuge corlicosteroid dutng ubng)

Tac d8ng todn than cé thé xdy ra khi dung corticostorold dang hit

Steroxd dgng hit dudc thiét ké nham phan phél glucoconicold tryc tép dén phéi 96 gdm
nbﬂgaomwoeonmoumﬁnlmvﬁnhhmw-'Mnthn.m'Mddloncothno
muwmwy;mawwmwlhlwmcﬂollw\ddulgMb;ogbmx‘n:cM
true HPA, gidm mat 46 xudng, dyc thiy tinh thé, ting nhin p va chim tng tdng & tré
am. & bénh nhan 16 thudc steroid, vige ding sterord todn (han trte diy c6 thé 1 mot
¥6u 16 gép phitn {xem Thitn ¥ong ~ 81 dung corticostercid dudng uing), nhung nhimg
mmw|me¢m‘ﬂyﬂdmcbonhnhﬂndanﬂllﬂloidddr\ﬂMlhu&unMn,
(o ohé tnyc HPA v suy tuyén thughg thén

S ife ohd tnc HPA phy thistc vao (i8u (bidu hidn biing AUC cuia cortisol trong huy6t
{uong va/ holic trong nUTS &y 24 gits) 3 duge oh nhan vdi budesonid hil, méc da nhip
mmcwmwmnmmwlmnmmmmnm
mmﬂﬂyw{xd\émmmu\éMuhﬂnmhkmlhEd\Wvbnmsmnb'dﬁ
dip ung vol budesonid hit, m3 khéng nhit thidt c6 suy tuyn Ihuang thin viin chua thiét
bmlmmﬂmmmmmmmwhmmnmmm R4t hiém
mmhwmmmmwnmmmnwmmnmmgmmgm
fihan Irén béoh nhin dang budesonid hit & cde libu Kuybn co

L

Can die i theo déi & bénh nhiin chuyén tif cOrticosloroid dang uéng sang dung
PULMICORT, v nhimg binh nhiin iy c6 1é vl ¢ nguy co suy chie ndng tuyén thigng
thin trong mot than gian dang kd (xem Thn 110G ~ S0 dyng conicostercid uéng) Bdeh
ohén clin gibu tr v contcostaroid i cao 1rond irueng hap knén cap, vee ditu t kéo dai
v corficosteroid hit & cac U khuyén €40 cao Pl hode bénh nhin dang dung dbng this
4G thuGe chuyén hoa qua CYP3AG (m Tudg g thudc) b thé co nguy co. C4c bnh
hin ndy co thé 6 diu hiu vi irdu chimg su7 fugng hin ki bi siress adng nhu chin
thudng, pihdu thudl, nhidem knudn (dic bigt 1 WM da day-rudt) hodc cac tinh trang do mét
chil didn gel trim brong. Nén theo déi ddu higu | loan chire nng tuyén thugng thin d cac
bénh nhdn ndy, DS vol cic bénh nhan ndy, cing nén xom xét dimg thém ghucocorbcostend
104n than trong gial doan stress, con hen ndng hodc phdu thudt chon loc

Myt 0§ xurong

Mic di corticostercid Ifu cao c6 thé dnh hudng dén khdl lugng xuang. cac nghién
i theo cidi dd han (3-8 nam)va didu irl budesonid trén nguts tnsdng thanh & cac By
Khisyén cas ké ci mot nghlén curu thyc én Uén banh nhin cé nguy cd loling XUUNg cao
dbu khdng chumg 18 Lac déng bél Il trén knd) iigng xurdng so i gid duoc. Vin chva
thift ap léu thdp nhét dnh hudng dén khdl Ighg xuang

Céc 83 do mit ¢ khoang hoa xurang 3 tré oM nén duge phn tich thn frong vi s thng
truding wiing xudng d tré em dang phat ridn ¢4 thé phan dnh sy gia ting thé tich Xuong
Trong 3 nghién Sty 1n & tré em (5-16 tuéi 60 thai glan ding thude tif trung binh dén aai
han (12 thang - 6 nim), khing ghi nhén co 1S dong ndo Lrdn mat ¢ khodng cua Xidng
sau khi dung Pulmicort (Weu 189 — 1322 meg/ngay) 8o ol khi dung nedocromil, 9l
dude hoge o cac nhom chimg theo twét. Tuy Hhidn, trong mdt nghidn ciu nglu nhidn
trong 18 thang (=176 510 tubi). mat a9 khodng cia xuong gldm ddng ké khodng
0,11g/cm’ (p=0,023) & nhdm ding budesontd 1t qua Turbuhaler so val nhém dung
disodium dang hit. Udu 14 400 meg x 2 [n/ngdy rong 1 thang,
200 meg « 2 3n/ngay trong S thang va 100 meg x 2 An/ngdy trong 12 thang. Lidy
dmodium cromoglycate 14 10 mg x @ i /ngby. Vin chua sac dinh ¥ nghia Ism sang cda
Kt qud ngnién clu

Sy ting tnrdng

Sy gidm 1< dd 1ang ruding K dAu thuong nhd va thodng aua (khodng 1 cm) da duoe
ghi nhéin va thrtng xdy ra trong ndm diia i ddu tidn, Cac nghién cin dai han trong thye
nanh lam sing cho thdy iré em didu t bdng budesonid dutng hit cudi cung cing dat dén
chidu cad muc tidu khi trudng thany. Tuy nhida, trong 1 nghién edn dai han mu déi, trong
34 Ry budesomd khdng duoe ddu chinh dén u thip nhat co nidu qua, trd em kndl

A fir 5 — 13 i) dibu trf bang budesonid dueng hit trong vong 4 — 6 nAm cé chidu cao
trung binh thiip han 1,2 cm 50 val ngudl KN dudic chon nglu nhitn vao nhdm chimg
Hiém gdp cac ca thé nhay cdm khie thuong vai corticosteroid dudng hit. Nén thyc hidn
céc phép do chidu cao dé nhin bift cac bnh nhan qua nhay cim. Can cin nhic gia
anh hudng 16n syf 18ng trudng khi ding thudc dbi han vl hidu qud lim sang. DS gam
thidu the ddng 104n thiin cla corticostoroid dang hi, nén xac dinh kbu thudc thip nhdt
6 hidu qud cho {img bdnh nhan (xem Lidu Lugng va Cach S& Dung)

Bénh nhin nhiém khudn va bénh lao

Libu cao glucocorticasteroids o6 thé cho U ddu hidu nhidm khudn hén tal v thh trang
nhidm khudin moi c6 Ihé xdy ra frong khi dung ihube. Cln dbc bidt luu y & bénh nhan lao
phd! hodc nhibm ndm, v khulin holc virtt dudng hé hip thé tida tnéa hode tdm &n.
Chirc ndng gan

Gim chire nding gan ¢ thd dnh hudng dén sy thii i corticosteroid. Bidu nay cb thé
lién quan v& mat iam sang 061 ¥t bénh nhdn tén thudng chirc ning gan tram trong

H& théng phan phéi dudl 4p lue dudng

Céc thubo ding qua duting ho hip khong nén sr dung vdi hé théng phan phdi dudi ap
e duong (nhu IPPB) & cac binh phéi nhus iran ki mAng Bhai. ken KN, ran kni trung
thét, tnif khi c6 bt thdog din hiu dac biét

Kha nang pay ung thur v gby dot bidn

Khd ndng gl ung thu ciia budasonid di dugle danh gid & chudt bach vés u udng lén
@én 200 mog va & chudt voi ieu udng 50 meg/ka/nody. Khéng co tic déng gy ung
th ndo dudc ghl nhin trén chudt bach Trén mt nghién cits A nhan thiy oo sy ting

t i) m&t méc u thin kinh dém d chude dyc ghng Sprague-Dawley dung budesonkd, tuy
nhidn két qud ndy dudc cho 1 khdng chio chiln. Cac nghién ciu dude thye hign thém
trén chudt duc Sprague-Dasiey vi chudt gling Fischer cho thay 1 1& méi méc u than kinh
Aém trdn chudt cho dung budesonid thip va khong Ko bigt so val cac nhom tham khio
dung glucaconticoid hodc nhom chimg Két luan ring viéc didu tri vl budesonid khong
14m tng i I Mt mdc u nbo trén chudt

Trén chudt dyc dung lidu 10, 25 vaa 50 meg/kg/ngdy, ngudi ta da chimg 16 c6 su ting

1 mei mac bardu 16 bao gan tién phét trin chudt vél 12U 25 v 50 meg/kg/ngly. Hign
teng ndy dude ghi nhan d Ut ca 3 nhom steroid i
acetonid) trong mdt nghién ol p lal Irén chubt dye Spraguo-Dawley, do vily cha Ihly
day la thc dong cia nhém corlicosteroid. i

Kha niing gdy 35! bién ciia budesonid dA duge danh gié Irén 6 hd théng thiz nghiém
Khdc nhau. Khang phat hidn budesanide co kha ning gdy din doan nhidm séc thé hodc
ot bign

SU' DUNG THUSC CHO PHU NU CO THAI VA CHO CON BU

Lof ich cUa viée kifm sodl hen 83 dudc danh gid I wutat trdl hon so val cac tac adng
ngoai y c& thé xdy ra cho me va thal nhi,

KEt qua tr m&t nghién cdru U8n clru lom v dich 18 hoe va cac kinh nghigm trong qua trinh
Iy hanh thuie cho (hity ding budesonid dang hit trong thés gian mang thai kndng gy
céc 14z ddng ngoal y d6i vl bio thal hodc tré sd.sinh

Nén xam xét dén whc dung cao glucocorticostorold dang hit nhu budesonid vi tac déng
tadn thiin thip 5o val cdc glucocorlicosieroid diing duting udng d cac libu co dap ing
tuong durong tal phdl

EBhu ol cho con by

Budesonid bai 661 qua sira me. Tuy nhibn, do b dimg hidng A8 thiip khi s dyng qua
duing hit nén néu thuSc ¢ hién dién trong sda thi ciing Ve mét lugng thip N&u ol ich
cao han nguy od thi viin 6 thé xem xét dén véc cho con b trong thés gian dung thube.
ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Puimicort knéing dnh hudng K6n kha ndng l4i xo va viin hinh may méc

TUONG TAC CUA THUGG V& CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC
Budesonid chuyén hoa chi yéu aua trung gian CYP3A, m! phan nhém cia hé thdng
men cylochrom P450, Vi thé, cac chél itc ché men ndy nhy ketoconazol va itraconazol
<6 thé 1am ring ndng dd budescnid toan than. Didu ndy it co i nghia wé mét lam sang khi
dibu trl nghn han (1-2 tuiin) véf thube e chi CYP3A, nhuing cin xemn xét dén khi didu trj
Hhu g8l

TAC DUNG KHONG MONG MUGN

PULMICORT néi chung duge dung nap 15t. Da s cic phdn ung ngoai y ohe va tai chd.
Tao déng toan than v cac bién chiing hdu hong gay ra bd budesonid dugc nhin thiy 1
phu thuge vao bl ¥

Biéu hign lam sang cla vido ding qua u sterid xAy ra 9 50% bénh nhan (n=10) dung
U = 1.6 mg budesonid m&i ngdy trong théf gan dai.

Thes cdc nghién citl lAm sang, y vAn vi kinh nghigm sau khi lvu hanh thudc, mét s4 tac
dung ngoaiy sau c6 thé xfy ra

+ Sy (1o ché ruc HPA phy thude 110U A durdc ohi nhin K dyng budesond. tuy nhién
finh trang ndy c thé xgm phu 5y AR, Sinh ly Ndn 1a sy 1yén TUENG thin Dem
Thin trong -Uc chtrac HPA vi suy tuyéin thuging thin). Chya xb¢ inh Iy i nh
6 quan d6n sUy gidm chirc Aing uySn thirdng thin trang iam 5479

. Mwmgﬁmmmﬂimﬂd@mmwmmwﬂ
& cic W khuybn cho, Trén trd om, Ml 4 khodng ciia xgng M dUgo phin tich
mM“w*mammwmmmqnmﬁmmm
Than trong -Mat 94 xatona)

Hiém o6 bdo 40 v tham fim da xdy ra khi dimg gucocorticagteroid dang hd.

Cac tnéy chimg vt tm B nint vl loan hanh W, lech thich, by ohdn v irkm cém dd

dugc ghi nhan Khi dng budesonid ciing nhif cc glucocorticosterokd khac

Co I by ra Kich Ung da mif trong mOL vl Ining e Khi sir gyng mdy xng kni

dung (nebuliser) 01 mit na, D6 noAn ngira syt Kioh (g, nén g mét sau md! in ding

PULMICORT RESPULES qua mity x6ng khi dung (nebuliser) v mat 9

PULMICORT hidim ki gdy co hét phd qudn & nfiimg bénh nhan qua nhay cdm. Can co

{hdt phé quan o thé duge didu b bilng thuSe CUENG 00 cim péta 2 dang A,

QUA LIEU VA CACH XU TRI

Trigu chung .

Hi hé#t truding hop qua By khong gdy ra triéu chimg rd ring ma chi lam gidm ndng do

cortiso rong huyét tudng va 14ng s ong vi 1y 16 bach chu g nhan trung tinh trong

mau. S5 kigng v by 10 bach chu ympho VA &l toan gldm. Gua Ky thurding xuydn ¢ thé
gy cudng ning vé thitgng (hAn va (e ché trye ha 3k tuyén yin-tuyén thudng thin

Didu tri

Ngung PULMICORT hode gidm #u s 1am mét hn tidu ching. méc di true ha dB-uyén

yén-tuyén thurong thiin 6 Ihé hdi phyc cham

PAC TINH DUOC LYC

PULMICORT I corticosturoid sif dyng bng dudng hit rong dibu tr v dy phong hen

ohé quin

cgmrmmmapgm\gdmvﬁlcthm&mmmuﬂIMlm

Knng viom tal chd va lac déng ghucocorticold ton than vl bin dd g v K luong

Didu nay duge gidi thich 1 do 8y chuyéin hoa nhidu cua budesonid trong giai dogn diu

uuan-nu-ummmhﬁnmnvinmau.uméruawwdﬂmmh;pchmw

chit chuyén hoa duge tao thanh.

Thir nghidm lam triing da cla cc steroid tac ddng tal ohvd & nGUS cho thiy hogt tinh

hh&vvivnc\hhwidg‘nkhﬂmzﬂnmm'@ ropionat. Tuy nhin,

budesonid i tac dyng toan thim so vil baclomothason dipropionat qua vide danh gld tac

60 trén 56 Igng bich chu (WBC) vi sur gldm ndng dd contisal huyst tuong vao budi

sdng. Ty i giza hoat tinh khang viom tal chd va the déng todn thin cua budesonid dugc

m‘lmndcOlmmmﬂulnéulumnmid.mdwdlwﬂhal\ndanm
gan nhanh va (héf gian ban hdy ngln

Lidu 0,8 mg cho thdy 1am gidm ndng do cortisol huydit tuong v bal tidt cortisol trong

nudc tiéu. Mot Bbu hit 3,2 mg budesonid Iam gidm ndng dé cortisol huyét tuong tuong

durdng val 10 mg prednisolon uéng.

Budesonid trung hda phan tmg phdn v la phéi & chust lang chd yéu qua trung gian IgE

chis khéng phéli IgG. Vie @by I tnfdc vl 1 mg budesonid AUdng hit/ngdy tu 1-4 tulin

& bénh nhan hen c6 14¢ dyng U chi phin img tire thai cla phé oudn déi vt tac nhdn

di img theo théf gian. Phan img di img cham bl irc chi sau Mt tuln ddu trf bing

duang hit

Vibe didu tr tnago vl budosonid dang hit 2-4 tulin cling c6 1¢ dung gidm syf ting dép

img cia phé quan khang d3c hidu & biénh nban hen A5 vé c4c thit kich thich trye ép

(histamin, methacholin) va 9idn tiép (géng sirc) thea i gian

& chudt lang, budesonid khdng lam gian phé quan qua tic 860G Irén thy thé béta

va cing khong dnh lurdng dén thc déng gidn oo trdn dutng ho hip cia theophyliin

& ngui, khi hit 1,6 mg budesonid 1 iAn duy nhét thi o6 the dung gidn phé qudn nhe.

Tc déng ndy dat 15 da 6 gid sau khi hitva kiro ddi 12 gkt

pAC TINH DUTC DONG

Thé tich phin phdi cua budesonid & ngud trudng thanh khodng 300 L va 0 tré em 1

3,1 dén 4,8 L/ky, didu nay cho thdy budesonid o6 ai kic cao 1l md. Muc dé ghn két vl

proteln huyét lwong la 88,3 £ 1,6% & ngun

& ngui tnadng tharh, thef gian ban hily cla budesonid sau khi khidung 14 2,0 £ 0,2 girvé

d1r om b4 1,6 Gk wh ndng 89 dinh trong Myt tuang dat dugic ngay sau khi ding thudc

Chuyéin héa sinh hoc khéng dédng ké di duge ghi nhin rén ohéivi cac ché phim huyét

thanh & ngudl

80% PULMICORT bj bét hoal khi chuyéin hda @n dBu qua gan 190 ra cac chit chuyén

héa phéin cuc han ¢6 hoat tinh glucocorticosteroid toan than thip hon 100 (An so wii hap

chét ban dau,

@ nhimg nguh tinh nguyén hit budesonid ddnh ddu bing triti, 31.8 + 7. 5% Ry phong

thioh xult hién trong nuée tiéu va 15,1+ 4,3% d trong phdn (086 gid). Khit nang thanh

thdl budesonid dang khdng a8l trang huydt tuong 1 B4 L/gid & nguit trudng thanh va
1,5-2L/gi0/kg dtré em,

CAC DKU HIEU CAN LUU Y VA KHUYEN CAO

Hudng din sir dung

. Trsso khi dung, xoay nhg 6ng thudc o cac thanh

phin trong ng fhudc ducce phan bé déu brd lai

Giir éng thudc don IRy hudng 1&n trén (xem hinh)

vl md 6ng bling céch xodn phin dinh (canh)

3. Dt phin md cle dng husc vio binh chife cla méay
khi dung va bop tir tir.

Ong thuse don libu duge diinh dfu bling mdt vach (c6 8 éng Puimicort

0,5 mg/mL). Vach ndy che biét mizc thé tich 1 mL khi dng thubc duge ait hudng xubng

Néu ohi dung 1 mL. bop fhanh phiin bdn trong ra cho dén khi murc chét éng dat dén

vach ohi.

B40 qudn tranh dnh s&ng d6i vdfi 6ng thude di md, Phai sir dung &ng thubc d md trong

vong 12 giér. Nén luu y ring néu ehi dung 1 mL, phiin thé tich cén lal sé khong bio dim

Vo triing

Truec khi dimg phan chét 1ng con la), xoay (18c) nhe Gng thusc d6 cac thanh phin trong

6ng tnuéc duos phan bs dbu ird lai

wuy:

1. Shc migng ky vl nirde sau mdi 1 khi dung

2. Néu ding mét na, phdi dim bdo dat khit mat na dang duck phun khi dung. Rira mat
sau mdi ln didu i

VE SINH

Budng khi dung va dau ngdm hodc mat na nén dude lau sach sau mdl Bn ding. Rim

sach cA6 phiin trong nUde dm bAng cach dung mot chit ty nira nhe hodc theo hudng

ddin do nha sdn udd may khi dung cung cip. Trang ky v lam khé biing cach ndl budng

Khi dung el may phun nodc duting dén khi

QUY CACH BONG GO!

Hop 4 goi x & Gng don ldu 2ml

DIEU KIEN BAO QUAN

Bdo qudn & niwét d duat 30°C. Khang ddng lanh. Nén win bé dng Respules chua dung

~

Néu ndm Candida & miéng hiu phal tdn, c6 Ihé didu tr von thube khang mim thich hop
trong khi van 1i6p tue str dyng PULMICORT. Gé thé giam thiSu nhibm ndm Candida bang
cach sie migng sau mdi [An hit.

Stercd hit o thé £6 cac phan ung ngoal y néu ding ey cao hon ligu khuyn cao; cac

14c dong taan thén cé thd gép khi ding corticosteroid dang hil bao gbm do ché trve HPA,

gidm mit a4 xuong vA gidm 16c a6 phat trién & tré om (xem Thn trong -Tac ddng todn
1han co thé xdy ra khi dung corticostarold dang hit).

+ Sy gudm tc 64 1Ang trdng lic dBu IhUdng nhd vb thoang qua (khodng 1 om) dA
dudc ghi nhan vé fhuang xdy ra irong ndm didu (rf diu tidn. Cae nghién ci ddi han
trong thuc hanh lam sang cho thy tré em didu 1rj bang budesanid duing hit cubi
cing ciing dat dén chibu cao muc tigu khi tnsdng thanh. Tuy nhién, trong 1 nghitn
clu daj han mu o, frong do hdu budesonid khdng duge didu chinh dén Bdu thip
ANt ca hidu Qua, tré em (khal diw i 5 ~ 13 U6 didu i bing budesonid duang hit
trang vang 4 — B ndm c6 chidu cao trung Binh thip hon 1.2 cm 50 vdi ngudt I6n duge
chon nglu nhién vao nhom chimg (xem Thin trong -Tang Trrdng)

§ sau 3 thang sau khi md Wi,
Thuong gip | MGi - hong. Khan glong; dau, kich thich c& hong, kich thich Lo ol g ohis e trov 8 i 16 B e e ks oy
il WA vil ling; khd mibng; ném Cancide Bao quan tranh 60N s4ng di vél 5ng thube i mé. Phl st dung &ng Tube i matrong
Ho hilp Ho | wong12gk.
ftgip MO~ hong. Kich thich thanh qudn; vi gide kém. HAN DUNG
(1%} Han ding 24 Lhéing K tu rigay sdn xust
Tidu hos' Tibu chdy, budn nén. TIEU CHUAN CHAT LUQNG: TCCS.
Prn ting qud mén: | Cac phdn (g qua min 1 thef va mugn nbu pndn | ©0'SG SAN XUAT
(mg da (néi mb day, ban 86, viém da); cothdtphg | AstaZenecarB
A, phia mach va phén . SE-151 essbdmsil#o.mwbldn
Mo than kinh trung | Nhifc 83u; choding veng; cAm gidc khat mét moi :«ong:;T? A D61, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
vong: <
Doc 1D vao
| RGI toan chuyfn Tang cin. © AstraZoneca 2017
___lﬂ";‘?ﬂ’lm and are lrade marks of the AstraZenoca group of companies.

AstraZeneca§




