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Rx- Thuéc ban theo don 
Pulmicort® Respules* 
Hon dich khi dung dung dé nit. 
Méi 1 mi chifa 800 meg budesonide. Hap 4 gdi, mdi géi chtfa 5 éng Respules 2ml. Chi dinh. LOT XXXX 
cach cing, chdng chi dinh va cac thong tin khac dé ngri xem trang to Hudéng Dan SU Dung MAN. DD-MM-YY 
Thude kém thes. Bac quan d nhiét dd dudi 30°C. Khdng dang lanh. Luén git ng chufa me 
trong goi rhdm dé bao quar tranh anh sang, Phai str dung dng thuéc di md trong vong EXP, DD-MM-YY 
12 gi) Bao quan tran anh sang di vei dng thuée da md. Nan vitt bé 6ng Respules cha MAN. 
diing sau 3 thang sau khimd thi, . 
DE XA TAM TAY TRE EM. BOC KY HUONG DAN SIf DUNG TRUGC KHI DUNG. EXP. > 
S6 16 SX, NSX, HD: xem "LOT", "MAN", "EXP" tran bao bi. SDK:XX-KXXX-KX 

Co so san xual: AstraZeneca AB, SE-151 85 Sodertalje, Thuy Dlén. 
ONNK: jingle-dose units 

Pulmicort® . 
budesonide 0.5 maim! 20 x 2mi Respules® AstraZeneca « 

= ption only medicine Pulmicort® 

r)) budesonide 0.5 mg/in! 2 ‘ 

m2 ff 20 x 2 mi Respules® 
yO 5s 
3 ry <i 7 g AstraZeneca SS me 

HS ie = ate 

SS sm Mg 
md = x 

KS 
= oS oS 
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Pulmicort and Respules are trademarks of 1 ml contains:Budeso 

the AstraZeneca group of companies. 
© AstraZeneca 2017 

le 0.5 mg, disodium 

edetate, sodium chloride, polysorbate 80, 

citric acid anhydrous, sodium citrate, water for 

AstraZeneca AB, ihigencu, 
Sddertalje, Sweden 
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Pulmicort® 
1 ml contains: Budesonide 0.5 mg, budesonide 0.5 mg/ml 
disodium edetate, sodium chloride, 
polysorbate 80, citric acid anhydrous, 

odium citrate, water for injection. 

se only in a Nebuliser - not for injection. 

‘ad the enclosed leaflet carefully. 

not store above 30°C. Do not freeze. 
eep out of reach and sight of children. 

5 x 2ml Respules® | 

AstraZeneca | 
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PRODUCT NAME: PULMICORT RESPULES 1MG/2ML 

LABEL ON AMPOULE (SCALE 100%) 
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Rx Thuéc ban theo don 

Pulmicort® Respules® 

Budesonid 0,5 mg/ml! 

Hon dich khi dung dung dé hit 

DE XA TAM TAY TRE EM. 

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. 

THUOC NAY CHi DUNG THEO BON THUOC. . 

THANH PHAN VA HAM LUO’NG 3 

Thanh phan duorc chat: Mdt 6ng thuéc don liéu (2ml) chtra 1mg budesonid. 

Thanh phan ta dug: Dinatri edetat (dihydrat), Natri clorid, Polysorbat 80, Acid citric khan, Natri 

citrat (dihydrat), Nuéc cat pha tim. 

DANG BAO CHE 

Hén dich khi dung dung dé hit. | 

Hén dich mau trang dung trong-6 uéc don liéu lam tu chat li@u nha. 

CHi DINH DIEU TRI 

Didu tri hen phé quan. 

PULMICORT co thé duoc sl’ dung khi can thiét phai thay thé hoac gidm liéu steroid duong uéng. 

PULMICORT RESPULES cé thé dung trong diéu tri viém thanh quan-khi quan-phé quan cap 

(bénh Croup) & nha nhi va tré em. 

LIEU DUNG VA CACH DUNG 

Hen phé quan 

Pulmicort Respules nén duoc st? dung voi may khi dung khi nén thich hop. O' ngudi Ién, sinh 

kha dung toan than cla budesonid sau khi dung thuéc qua may khi dung khi nén la khoang 15% 

ligu dinh nhdn va 40% dén 70% liéu phong thich. Mét phan nhé cla thuéc sé di vao co thé do 

nudt vao. 

Thoi gian khi dung va luwong thudc duoc phéng thich phu thuéc vao téc do dong khi, thé tich 

buéng chira va thé tich thudc nap vao. Thé tich thuéc nap vao thich hop cho hau hét may khi 

dung la 2 ml.
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Sw lang dong cé thé xay ra khi bao quan PULMICORT RESPULES. Néu sau khi lac ma thuéc 

khéng tré lai dang hén dich thi nén loai bd éng thudc. 

Liéu khoi dau, hoac trong giai doan hen nang. hodac trong thoi gian giam liéu corticosteroid dueng 

uong: 

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

Tré em: 0,5-1 mg x 2 lan/ngay. 

Diéu tri duy tri: 

Tuy thuéc ca nhan va nén dung liéu thap nhat lam mat tri6u chteng. Liéu chi dinh la: 

Nguoi 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 hung dan cho bénh nhan biét rang PULMICORT Ia thuéc dw phong can phai str dung 

déu dn va khong duoc stv dung nhu’ don li€u phap dé cat con hen cap tinh. 

2. Bénh nhan nén duoc hu'eng dan ste dung dung cach loai dung cu khi dung thich hop cho bénh 

ly cua ho. Mdi don vi dong goi PULMICORT déu co To Huong Dan Ste Dung day du. 

3. Bénh nhan st dung thuéc gian phé quan bang duong hit duoc khuyén nén dung thuéc gian 

phé quan truoc khi stv dung Pulmicort dé tang cudéng su tham nhap cla thuéc vao phé quan. 

Nén cach nhau 1 khoang thoi gian nghi gitra 2 lan hit. 

QUAN LY LAM SANG 

1. Bénh nhan khéng phu thuéc corticosteroid duong udng 

Didu tri voi PULMICORT @ liéu chi dinh cho hiéu qua diéu tri trong vong 10 ngay. 

© bénh nhan co xuat tiét dam qua mt#c, nén cho liéu trinh ng4n khdi dau (khoang 2 tuan) bang 

corticosteroid duéng udng, bat dau bang liéu cao sau dé gidm tt tr dé bé sung cho PULMICORT. 

Viéc diéu tri phai tiép tuc it nhat 1 thang true@c khi xac dinh su dap tng tdi da voi ligu PULMICORT 

duoc stv dung. 

2. Bénh nhan phu thuéc corticosteroid duong udng 

Can theo déi dac biét 6 nhtrng bénh nhan phu thudéc corticosteroid duong uéng chuyén sang 

PULMICORT do sv binh thuong héa cham ctia chive nang truc ha ddi-tuyén yén-tuyén thuong 

than da bi réi loan bdi viéc ste dung kéo dai corticosteroid ducng uéng (xem Than trong -Dung 

corticosteroid uéng va cac phan Wng toan than oe ra khi dung corticosteroid hit - re ché 

truc HPA va suy tuyén thuong than). - x 

Nén bat dau diéu tri bang PULMICORT khi banh nhan hen dang @ trong tinh trang twong ddi én 

dinh. Mét ligu cao PULMICORT nén duoc st dung kém voi liéu corticosteroid duong udng da 

dung trué'c day trong khoang 2 tuan. Nén giam liéu corticosteroid dudéng uéng tl tir tdi liéu thap 

nhat cé hiéu qua (vi du 1 mg prednisolon hodc twong duong mai 4 ngay, tuy nhién mic gidm liéu
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chinh xac con tuy thuéc vao dap tng lam sang cUia bénh nhan). Khong nén thay déi liéu 

PULMICORT trong thoi gian bénh nhan con str dung corticosteroid duéng udng. 

Trong nhiéu trong hop, co thé thay thé hoan toan corticosteroid dung udéng bang PULMICORT 

duong hit. Mét sé tréng hop khac, liéu thap steroid dung udng dé duy tri la can thiét. Mot vai 

bénh nhan cam thay kho chiu khi ngng corticosteroid duong udéng do tac dung corticosteroid 

toan than giam. Bac si can hé tro’ tich cuc cho bénh nhan va nhan manh ly do diéu tri bang 

PULMICORT. 

Thoi gian can thiét cho viéc tai san xuat dU corticosteroid tu nhién thudng kéo dai va cé thé dén 

12 thang. Nhieng bénh nhan chuyén sang PULMICORT nén cé mét Phiéu Chtra Thong Tin Can 

Duoc Luu y Thich Hop néu r6 cac bénh nhan nay co thé can dung bd sung corticosteroid toan 

than trong giai doan stress nhu nhiém trung nang, chan thwong hodc phau thuat. Trong nhtrng 

giai doan nhu thé, viéc ding bé sung corticosteroid dudng uéng Ia can thiét. 

Trong khi chuyén tl ligu phap duéng uéng sang PULMICORT, tac déng steroid toan than sé 

giam. Cac triéu chtrng di tng som cd thé tai phat (nhu la viém mUi, cham, viém két mac) hoadc 

bénh nhan mét mdi, nhtrc dau, dau co’ khép, tram cam, mét mdi, thinh thoang budn nén va non. 

Trong nhtrng trw@ng hop nhu vay, can hé tro thém vé mat y Khoa. 

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

© nh nhi va tré em mac bénh Croup, liéu thong thudng 2 mg budesonid dang x6ng khi dung 

(PULMICORT RESPULES) dung 1 |an. 

CHONG CHi BINH 

Man cam voi budesonid hay bat ctr thanh phan nao clia thuéc. 

LU'U Y DAC BIET VA THAN TRONG KHI SU’ DUNG 

Than trong 

Co that phé quan 

PULMICORT khéng duoc chi dinh trong gidmycon co that phé quan turc thoi, vi vay PULMICORT 

khéng thich hop la don liéu phap seuyesn ne hay dot kich phat hen cap ma luc dé can cac 

bién phap xv tri tich cc. 

Néu bénh nhan khéng thay cd hiéu qua khi dung thudc gian phé quan tac dung ngan, hoac bénh 

nhan can nhiéu lan hit hon théng thong thi phai lvu y vé mat y khoa. Diéu nay cho thay tinh 

trang bénh dang xAu di va can phai danh gia lai ligu phap diéu tri. 

Dung corticosteroid dang uéng 

Can dac biét theo déi nhtng bénh nhan chuyén tir corticosteroid dang uéng sang PULMICORT 

vi cac bénh nhan nay co thé van con nguy co gidm chirc nang tuyén thuong than trong mét thoi 

gian dang ké (xem Than trong — Tac déng toan than cé thé xay ra khi dling corticosteroid dang 

hit: we ché truc dudi déi — tuyén yén — tuyén thwong than (HPA) va suy chtrc nang tuyén thueng 

%& 
oh
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than). Nhfrng bénh nhan nay duoc hudng dan mang theo Phiéu Chtra Thong Tin Can Duo'c Luu 

y Thich Hop (Xem muc Quan ly lam sang - Nhtrng bénh nhan phu thuéc corticosteroid dudng 

uéng). 

Bénh nhan truéc day cé st? dung steroid toan than liéu cao cé thé xuat hién lai som horn cac triéu 

chtrng di rng nhu viém mi, cham khi chuyén tl ligu phap steroid duéng uéng sang PULMICORT 

do tac déng toan than cia budesonid thap (Xem muc Quan ly lam sang - Nhtng bénh nhan phu 

thudc corticosteroid dung uéng). 

Tac dong toan than co thé xay ra khi ding corticosteroid dang hit 

Steroid dang hit duoc thiét ké nham phan phéi glucocorticoid truc tiép dén phdi dé gidm nang a6 

glucocorticoid toan than va phan teng phy. Tuy nhién, steroid dang hit cé thé cé tac déng ngoai 

y; tac déng toan than co thé xay ra cua steroid dang hit bao gdm we ché truc HPA, gidm mat d6 

xwong, duc thuy tinh thé, tang nhan ap va cham tang trudng & tré em. © bénh nhan /é thuéc 

steroid, viéc ding steroid toan than truéc day cé thé la mét yéu t6 gop phan (xem Than trong — 

Str dung corticosteroid duéng uéng), nhung nhirng tac déng nhu thé cé thé xay ra & cac bénh 

nhan dung steroid dang hit thuéng xuyén. 

Uc ché truc HPA va suy tuyén thuong than 

Su tec ché truc HPA phu thuéc vao liéu (biéu hién bang AUC cua cortisol trong huyét twong va/ 

hoac trong nudc tiéu 24 gid) da duoc ghi nhan voi budesonid hit, mac du nhip sinh hoc 

(physiological circadian rhythms) cua cortisol huyét tong van duoc duy tri. Diu nay cho thay 

su Uc ché truc HPA co thé biéu hién tinh trang thich eng vé mat sinh ly dé dap tng voi budesonid 

hit, ma khéng nhat thiét cd suy tuyén thong than. Van chwa thiét lap liéu thuéc thap nhat dua 

dén suy tuyén thuong than cé biéu hién lam sang. Rat hiém trong hop réi loan che nang tuyén 

thuong than co biéu hién lam sang da duoc ghi nhan trén bénh nhan dung budesonid hit & cac 

liéu khuyén cao. 

Can dac biét theo dai 6 bénh nhan chuyén tl corticosteroid dang uéng sang dung PULMICORT, 

vi nhtkng bénh nhan nay co thé van cd nguy co’ suy chlvc nang tuyén thuong than trong mat thoi 

gian dang ké (xem Than trong — St? dung corticosteroid uéng). Bénh nhan can diéu tri voi 

corticosteroid liéu cao trong trvong hop khan cap, viéc diéu tri kéo dai vdi corticosteroid hit & cac 

ligu khuyén cao cao nhat hodc bénh nhan dang dung déng thdi cac thudc chuyén hoa qua 

CYP3A4 (xem Tuong tac thuéc) cé thé co nguy co. Cac énh nhan nay co thé co dau hiéu va 

triéu chteng suy thuong than khi bj stress nang nhuw cha ueng, phau thuat, nhiém khuan (dac 

biét |& vidm da day-rudt) hoac cac tinh trang do mat chét dién giai tram trong. Nén theo déi dau 

hiéu réi loan chive nang tuyén thuong than & cdc bénh nhan nay. Déi voi cac bénh nhan nay, 

cling nén xem xét dung thém glucocorticosteroid toan than trong giai doan stress, con hen nang 

hoac phau thuat chon loc. 

Mat d6 xwong 

Mac du corticosteroid liéu cao cé thé anh hu@ng dén_ khdi lwong xuo'ng, cdc nghién ctru theo 

déi dai han (3-6 nam) vé diéu tri budesonid trén ngwoi trudng thanh @ cac liéu khuyén cdo ké ca 

4
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mét nghién ctru thc hién trén bénh nhan cé nguy co’ lodng xvong cao déu khéng chtng td tac 

dong bat loi tren khdi luong xwong so véi gid duoc. Van chua thiét lap liéu thap nhat Anh hu@ng 

dén khdi lvong xuong. 

Cac sé do mat d6 khoang héa xuong @ tré em nén dugc phan tich than trong vi su tang truéng 

vung xwong & tré em dang phat trién co thé phan anh sv gia tang thé tich xvong. Trong 3 nghién 

ctru lon & tré em (5-16 tudi) co thoi gian ding thuéc tir trung binh dén dai han (12 thang - 6 nam), 

khéng ghi nhan co tac déng nao trén mat dé khoang cia xuong sau khi diing Pulmicort (liéu 189 

— 1322 mcg/ngay) so véi khi dung nedocromil, gid duoc hoc cé cc nhém cheng theo tudi. Tuy 

nhién, trong mét nghién ctru ngau nhién trong 18 thang (n=176; 5-10 tudi), mat d6 khoang ctia 

xuong giam dang ké khoang 0,11g/cm2 (p=0,023) & nhém dung budesonid hit qua Turbuhaler so 

voi nhém dung disodium cromoglycate dang hit. Liu budesonid la 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 la 10 mg x 3 lan/ngay. Van cha xac dinh y nghia lam sang cia két qua nghién 

ctru. 

Su tang truéng 

Su gidm téc d6 tang truéng luc dau thuong nhé va thoang qua (khoang 1 cm) da duce ghi nhan 

va thuong xay ra trong nam diéu tri dau tian. Cac nghién ctru dai han trong thuc hanh lam sang 

cho thay tré em diéu tri bang budesonid duong hit cudi cung cting dat dén chiéu cao muc tiéu khi 

trudng thanh. Tuy nhién, trong 1 nghién ctru dai han mu déi, trong dé lidu budesonid khéng duoc 

diéu chinh dén liéu thap nhat co hiéu qua, tré em (khdi dau tte 5 — 13 tudi) diéu tri bang budesonid 

dueng hit trong vong 4 — 6 nam co chiéu cao trung binh thap hon 1,2 cm so véi ngudi lon duoc 

chon ngau nhién vao nhom chttng. 

Hiém gap cac ca thé nhay cam khac thuéng véi corticosteroid duong hit. Nén thc hién cac phép 

do chiéu cao dé nhan biét cac bénh nhan qua nhay cam. Can can nhac gitva Anh hung lén sv 

tang truéng khi dung thuéc dai han vot hiéu qua lam sang. Dé gidm thiéu tac dong toan than cia 

corticosteroid dang hit, nén mA thuéc thap nhat cé hiéu qua cho tng bénh nhan (xem 

Liéu Luong va Cach Ste Dung) 

Bénh nhan nhiém khuan va bénh lao 

Liéu cao glucocorticosteroids cd thé che lap dau hiéu nhiém khuan hién tai va tinh trang nhiém 

khuan méi co thé xay ra trong khi dung thuéc. Can dac biét luu y & bénh nhan lao phdi hodc 

nhiém nam, vi khudn hoac virut dvong hé hap thé tién trién hoac tiém an. 

Chic nang gan 

Giam chtrc nang gan co thé anh hung dén sy thai trv corticosteroid. Diéu nay cé thé lién quan 

vé mat lm sang ddi voi bénh nhan tén thuong chtrc nang gan tram trong. 

A
t
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Hé théng phan phdi dui ap luc dvong 

Cac thudc dung qua duéng hé hap khéng nén st? dung voi hé théng phan phdi dud ap Iuc 

duong (nhu IPPB) & cac bénh phéi nhu tran khi mang phi, kén khi, tran khi trung that, trl khi 

co hé théng dan luu dac biét. 

Kha nang gay ung thu va gay dét bién 

Kha nang gay ung thu cua budesonid da durorc danh gia & chudt bach voi ligu uéng lén dén 200 

mcg va & chudt voi liéu uéng 50 meg/kg/ngay. Khéng cé tac déng gay ung thu nao duoc ghi 

nhan trén chudt bach. Trén mét nghién ctru d& nhan thay co su tang ti lé moi mac u than kinh 

dém & chuéc due giéng Sprague-Dawley dung budesonid, tuy nhién két qua nay duoc cho la 

khéng chac chan. Cac nghién cru dugec thuc hién thém trén chuét duc Sprague-Dawley va chudt 

gidng Fischer cho thay ti lé méi mac u than kinh dém trén chudt cho ding budesonid thap va 

khéng khac biét so voi cac nhom tham khdo dung glucocorticoid hoac nhém ching. Két luan rang 

viéc diéu tri voi budesonid khéng lam tang ti lé moi mac u nao trén chuét. 

Trén chudt due dung liéu 10, 25 va 50 mcg/kg/ngay, ngudi ta da cheng td cd su tang ti lé moi 

mac budéu té bao gan tién phat trén chudt voi liéu 25 va 50 mcg/kg/ngay. Hién twong nay duoc 

ghi nhan @ tat ca 3 nhom steroid (budesonid, prednisolon, triamcinolon acetonid) trong mét nghién 

cwu lap lai tren chuét duc Sprague-Dawley, do vay cho thay day la tac déng cla nhom 

corticosteroid. 

Kha nang gay dét bién cla budesonid d& duoc danh gia trén 6 hé théng thtr nghiém khac nhau. 

Khong phat hién budesonide co kha nang gay dut doan nhiém sac thé hoac dét bién. 

SU’ DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU 

Phu n@ co thai — nhom A 

Loi ich ctia viéc kidm soat hen dA duoc danh gia la vot trdi hon so voi cac tac déng ngoai y cé 

thé xay ra cho me va thai nhi. 

Két qua tir mét nghién ctru tién ctru Ién vé dich té hoc va cac kinh nghiém trong qua trinh Iwu 

hanh thuéc cho thay diing budesonid dang hit trong thoi gian mang thai khéng gay cac tac dang 

ngoai y déi voi bao thai hoac tré so sinh. ] 

Nén xem xét dén viéc dung cac glucocorticosteroid dang hit nh budesonid vi tac déng toan than 

thap so véi cac glucocorticosteroid dung duong uéng & cac-HéU co dap ng tuong duong tai 

phdi. 

Phu nt cho con bu 

Budesonid bai tit qua stra me. Tuy nhién, do liéu ding tuong déi thap khi st? dung qua dudéng 

hit nén néu thuéc cé hién dién trong stra thi cling voi mat Iuong thap. Néu loi ich cao horn nguy 

co’ thi van cé thé xem xét dén viéc cho con bu trong thoi gian dung thuéc.
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ANH HU'ONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC 

Pulmicort khéng anh hung lén kha nang lai xe va van hanh may moc. 

TUONG TAC CUA THUOC VO CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC 

Budesonid chuyén hoa cht yéu qua trung gian CYP3A, mét phan nhém ctia hé théng men 

cytochrom P450. Vi thé, cac chat tc ché men nay nhu ketoconazol va itraconazol co thé lam 

tang néng dé budesonid toan than. Diéu nay it cé y nghia vé mat |Am sang khi diéu tri ngan han 

(1-2 tuan) voi thudc re ché CYP3A, nhung can xem xét dén khi diéu tri lau dai. 

TAC DUNG KHONG MONG MUON 

PULMICORT noi chung duoc dung nap tét. Da sé cc phan tng ngoai y nhe va tai ché. Tac déng 

toan than va cac bién chtrng hau hong gay ra béi budesonid duoc nhan thay la phu thuéc vao 

liéu. 

Biéu hién lam sang cla viéc dung qua liéu steroid xay ra & 50% bénh nhan (n=10) dung liéu > 

1,6 mg budesonid méi ngay trong thdi gian dai. 

Theo cac nghién ctru lam sang, y van va kinh nghiém sau khi lu hanh thuéc, mét sé tac dung 

ngoai y sau co thé xay ra: 

| Thuong gap Mai - hong: Khan giong; dau, kich thich cé hong; kich thich luéi va 

(> 1%) miéng; khé miéng; nam Candida miéng. 

Ho hap: Ho 

it gap Mii - hong: Kich thich thanh quan; vi giac kém. 

(< 1%) 
LN eae 

Tiéu hod:  ~/Néu chay; budn nén. 

Phan ung qua Cac phan tng qua man tlc thoi va muén nhu phan tng 

man: da (ndi mé day, ban dé, viém da): co that phé quan, phu 

mach va phan teng phan vé. 

Hé than kinh | Nhtec dau; choang vang; cam giac khat; mét mdi. 

trung wong: 

Réi loan chuyén | Tang can. 

hoa va_ dinh 

duéing: 
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Néu nam Candida & miéng hau phat trién, cd thé diéu tri voi thuéc khang nam thich hop trong 

khi van ti€p tuc st? dung PULMICORT. Cé thé gidm thiéu nhiém nam Candida bang cach stic 

miéng sau mi [an hit. 

Steroid hit cé thé co cac phan wng ngoai y néu dung liéu cao hon liéu khuyén cao; cac tac déng 

toan than cé thé gap khi dung corticosteroid dang hit bao gém tc ché truc HPA, gidm mat dé 

xwong va giam téc dé phat tri4n & tré em (xem Than trong -Tac déng toan than co thé xay ra khi 

dung corticosteroid dang hit). 

e Su giam téc dé tang trvéng luc dau thudng nhé va thoang qua (khoang 1 cm) da duoc ghi 

nhan va thu@ng xay ra trong nam diéu tri dau tin. Cac nghién ctru dai han trong thu hanh 

lam sang cho thay tré em diéu tri bang budesonid duong hit cudi cling cling dat dén chiéu 

cao muc tiéu khi treéng thanh. Tuy nhién, trong 1 nghién ctru dai han mu déi, trong do liéu 

budesonid khéng duoc diéu chinh dén liéu thap nhat co hiéu qua, tré em (khdi dau tly 5 — 13 

tudi) diéu tri bang budesonid dueng hit trong vong 4 — 6 nam cé chiéu cao trung binh thap 

hon 1,2 cm so véi ngudi lon duoc chon ngau nhién vao nhom chtrng (xem Than trong -Tang 

Truong). 

e Su We ché truc HPA phu thudc liéu d& duoc ghi nhan khi dung budesonid, tuy nhién tinh trang 

nay co thé xem nhu sv dap teng sinh ly hon [a suy tuyén thuong than (xem Than trong -U'c 

ché truc HPA va suy tuyén thugng than). Chua xac dinh liéu thap nhat lién quan dén suy 

gidm chic nang tuyén thueng than trong lam sang. 

e Khéng ghi nhan co tac déng trc ché mat dé xwong trén nguoi lon dung budesonid hit @ cac 

lidu khuyén cao. Trén tré em, mat d6 khoang cua xuo'ng nén duo'c phan tich than trong vi su 

gia tang & vung xuong co thé phan anh sv tang thé tich xwong (xem Than trong -Mat do 

xuong). 

Hiém co bao cao vé tham tim da xay ra khi dting glucocorticosteroid dang hit. 

Cac triéu chteng vé tam than nhu’ réi loan hanh vi, kich thich, bdn chén va tram cam da duoc ghi 

nhan khi dung budesonid cing nhu cac glucocorticosteroid khac. 

Co thé xay ra kich ung da mat trong mét vai trvong hop khi ste dung may x6ng khi dung 

a mat sau mi lan ding PULMICORT (nebuliser) voi mat na. Dé ngan ngtra su kich tng, nén 

RESPULES qua may x6éng khi dung (nebuliser) va mz 

PULMICORT hiém khi gay co that phé quan & nhtrngénh nhan qua nhay cam. Con co that phé 

quan co thé duoc diéu tri bang thuéc cuoéng giao cam béta 2 dang hit. 

QUA LIEU VA CACH XU TRi 

Triéu chteng 

Hau hét trueéng hop qua liéu khong gay ra triéu chteng r6 rang ma chi lam gidm néng dé cortisol 

trong huyét tong va tang sé lwong va ty Ié bach cau da nhn trung tinh trong mau. Sé luong va
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ty 1é bach cau lympho va ai toan gidm. Qua liéu thwong xuyén cé thé gay curé'ng nang v6 thong 

than va tc ché truc ha déi-tuyén yén-tuyén thuong than. 

Diéu tri 

Ngung PULMICORT hoac giam liéu sé lam mat han triéu ching, mac du truc ha déi-tuyén yén- 

tuyén thong than cé thé hdi phuc cham. 

DAC TINH DUO'C LUC 

PULMICORT Ia corticosteroid ste dung bang dung hit trong diéu tri va du phong hen phé 

quan. 

Cac tht nghiém & ngudi va déng vat cho thay méi tuong quan thuan loi giia hoat tinh khang 

viém tai ché va tac déng glucocorticoid toan than voi bién d6 réng vé liéu lu@ng. Diéu nay duoc 

giai thich la do su chuyén héa nhiéu ctia budesonid trong giai doan dau qua gan sau khi duoc 

hap thu vao mau, khoang 85-90% va do hoat tinh thap cla nhivng chat chuyén hoa duoc tao 

thanh. 

Tht nghiém lam trang da cla cac steroid tac déng tai ch & ngudi cho thay hoat tinh khang viém 

cla budesonid gap khoang 2 lan beclomethason dipropionat. Tuy nhién, budesonid it tac dung 

toan than so vi beclomethason dipropionat qua viéc danh gia tac déng trén sé lueng bach cau 

(WBC) va su’ gidm ndng dé cortisol huyét tong vao budi sang. Ty Ié gitra hoat tinh khang viém 

tai ché va tac déng toan than cua budesonid duoc cai thién do ai luc cao voi thu thé 

glucocorticoid, cling voi su chuyén héa lan dau qua gan nhanh va thoi gian ban hy ngan. 

Liéu 0,8 mg cho thay lam gidm néng dé cortisol huyét twong va bai tiét cortisol trong nuéc tiéu. 

Mot liéu hit 3,2 mg budesonid lam gidm néng do cortisol huyét tuong tuong duong voi 10 mg 

prednisolon uéng. 

Budesonid trung hoa phan wng phan vé tai phdi & chudt lang cht yéu qua trung gian IgE cher 

khéng phai IgG. Viéc diéu tri truéc voi 1 mg budesonid duéng hit/ngay tle 1-4 tuan & bénh nhan 

hen cé tac dung tre ché phan tng ttkc thei cla phé quan déi voi tac nhan dij eng theo thdi gian. 

Phan wng di ng cham bi tc ché sau\ét tuan diéu tri bang dung hit. 

Viéc diéu tri trudc voi budesonid dang hit 2-4 tuan cting co tac dung giam sy tang dap wng cua 

phé quan khéng dac hiéu @ bénh nhan hen déi voi cdc chat kich thich tru tiép (histamin, 

methacholin) va gian tiép (gang strc) theo thdi gian. 

O chudt lang, budesonid khéng lam gian phé quan qua tac déng trén thu thé béta va cling khéng 

anh huéng dén tac dong gian co tron dudng hé hap cla theophyllin. O ngudi, khi hit 1,6 mg 

budesonid 1 lan duy nhat thi co tac dung gian phé quan nhe. Tac dong nay dat tdi da 6 gid sau 

khi hit va kéo dai 12 gic. 

oF
 

“ 
w
e
n
 

~ 
/y
 
B
i
s



https://vnras.com/drug/ 

DAC TINH DUOC DONG 

Thé tich phan phdi cla budesonid & ngwdi truéing thanh khoang 300 L va o tré em la 3,1 dén 4,8 

L/kg, diéu nay cho thay budesonid cé ai lc cao tai m6. Mtrc dé gan két voi protein huyét tuorng 

la 88,3 + 1,5% O ngwoi. 

O ngwoi truéng thanh, thoi gian ban huy cia budesonid sau khi khi dung Ia 2,0 + 0,2 gio va & 

tré em la 1,5 gid voi néng dé dinh trong huyét twong dat duoc ngay sau khi dung thuéc. 

Chuyén héa sinh hoc khéng dang ké da duo’ ghi nhan trén phdi va cac ché pham huyét thanh & 

ngudi. 

90% PULMICORT bi bat hoat khi chuyén hda lan dau qua gan tao ra cac chat chuyén héa phan 

cuc hon co hoat tinh glucocorticosteroid toan than thap hon 100 lan so voi hop chat ban dau. 

O nhtrng ngwoi tinh nguyén hit budesonid danh dau bang triti, 31,8 + 7,5% liu phong thich xuat 

hién trong nu@c tiéu va 15,14 4,3% & trong phan (0-96 gid). Kha nang thanh thai budesonid dang 

khéng déi trong huyét twong la 84 L/gid & ngudi truéng thanh va 1,5 - 2 Ligid/kg 6 tré em. 

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO 

Huwéng dan stv dung 

1. Truc khi ding, xoay nhe 6ng thuéc dé cac thanh 
phan trong 6ng thuéc dug phan b6 déu tré lai. 

2. Gitr dng thudc don liéu hwodng [én trén (xem hinh) 
va mé 6ng bang cach xoan phan dinh (canh). 

3. Dat phan mé cua éng thuéc vao binh chtra clla may 
khi dung va bop tr tr. 

Ong thudéc don liéu duoc danh dau bang mét vach (c6 & éng Pulmicort 0,5 mg/mL). Vach nay 

cho biét mirc thé tich 1 mL khi 6ng thuéc dugc dat hueng xudng. 

Néu chi dting 1 mL, bop thanh phan bén trong ra cho dén khi mtrc chat léng dat dén vach chi. 

Bao quan tranh anh sang déi voi éng thudc d& md&. Phai st? dung éng thuéc d4 mé trong vong 

12 gio. Nén luu y rang néu chi ding 1 mL, phan thé tich cdn laxs@ khéng bao dam v6 trung. 

Trwéc khi ding phan chat ldng con lai, xoay (lac) nhe éng thuéc dé cdc thanh phan trong 6ng 

thuéc duoc phan bo déu tro lai. 

LUU Y: 

1. Suc miéng ky voi nuéc sau mdi lan khi dung. 

2. Néu dung mat na, phai dam bdo dat khit mat na dang dug phun khi dung. Rta mat sau 

mdi lan diéu tri. 

10
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VE SINH 

Buéng khi dung va dau ngam hoac mat na nén duc'c lau sach sau méi lan dung. Rika sach cac 

phan trong nuoc Am bang cach dling mot chat tay ra nhe hoadc theo hudng dn do nha san xuat 

may khi dung cung cap. Trang ky va lam khé bang cach néi budng khi dung voi may phun hoac 

duong dan khi. 

QUY CACH DONG GOI 

Hop 4 goi x 5 dng don liéu 2m. 

DIEU KIEN BAO QUAN 

Bao quan & nhiét dé dui 30°C. Khéng déng lanh. Nén virt bd éng Respules chura ding sau 3 

thang sau khi mé tui. 

Luén gitr 6ng chua mé trong gdi nhém dé bao quan tranh anh sang. 

Bao quan tranh anh sang déi voi dng thudéc 44 md. Phai stv dung 6ng thudéc da mé trong vong 

12 gid. 

HAN DUNG 

Han dung 24 thang ké tiv ngay san xuat. 

TIEU CHUAN CHAT LUO'NG: TCCS 

CO’ SO SAN XUAT 

AstraZeneca AB 

SE-151 85 Sédertalje, Thuy Dién 

NGAY XEM XET SUA DOI, ake LAI NOI DUNG HUONG DAN SU’ DUNG THUOC o7 
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