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Symbicort ®Turbuhaler
Budesonide / Formoterol 160/4,5 pg

SYMBICORT TURBUHALER 160/4,5 pg/liéu Budesonide/Formoterol
THANH PHAN: Mi lisu phoéng thich chira: budesonide 160 pg va fonnoterol fumarate dlhydrate 4,5 pg. DANG BAO CHE Bot dung de hit. DONG GOI 6ng h|t thuoc bot, hop 1 6ng hit 60 ligu hoac
120 ligu. CHI DINH Hen suyén Bléu i thucmg xuyen bénh hen { I B8

Tri triéu chirng cho banh nhan m&c bénh phdi tac nghén magtinf
chirng déng ké méc dugc digu trj thudng xuyén bang cég
bénh hen. Nén digu chinh dén ligu thdp nht ma van duy i
céo: Ngudi I6m (=18 tudi): 1-2 hit, 2 1an /ngay, t6i da 4 hi

0% so Vi Qla tr binh thudng wére tinh) va tign str nhigu lan ¢6 con kich phét, 1a nhirng ngum ¢ cac tnéu
b0 da| LIEU LU'O’ NG Hen suyén: Symblcort Turbuhaler khong chu d|nh dung dé di éu tr| khéﬂ dau cho

: Ligu khuyen cao: Ngu'orl l6n (>18 tudi): Lidu duy tn khuyen céo la 2 hit /ngay. M6t s6 bénh nhan co
¢ giam triéu chirng. Khdng dung qua 6 lidu hit trong 1 Ian. Tong liéu méi ngay 1&n dén 12 hit c6 thé dung
ayllanh gia va xem xét lai liéu phap duy tri. Tré em va tré vj thanh nién < 18 tudi: Liéu phap diéu tri duy tri va
giam tneu chirng hen bang Symblcon khong khuyén céo ding'e o@qu‘l }(a tréwj i" nién. Benh phéi tic nghén man tinh (COPD): Ngui I6m: 2 hit/lan, 2 [an/ngay. CHONG CHi DINH: Qua
mén (dj rng) v6i budesonide, formoterol hay lactose (trong d6 c6 chiradiigagahérotein sira). THAN TRONG: Gidm dén ligu khi ngung didu tri, khong ngung thubc dot ngét.Bénh nhan cam thay
viéc didu trj khong dat higu qua hay dung vurgt qua ligu thude khuyén céo sir dung cao nhét clia Symbicort, phai c6 sy theo ddi ctia bac s§. Nén xem xét dén nhu cau tang ligu didu trj vdi corticoste-
roid nhur diing mét dot corticosteroid udng hodc digu tri bang khang sinh néu cé nhiém khuén. Bénh nhan dugre khuyén nén ludn luén cé sén thudc cét con. Bénh nhan nén ghi nhé duing ligu duy
tri Symbicort nhur ¢ dugc ké toa ngay ca khi khdng cd triéu chirng. Céc ligu hit gidm triéu chirng Symbicort dugc diing dé ddi phd véi cac trigu chirng hen suyén nhung khéng cé chu dinh dé dyr
phong thudng xuyén nhur trurdre khi gang stre. Khi cc trigu chirng hen durgre kiém soat, can xem xét gidm liéu Symbicort tir tir. Nén st dung lisu Symbicort thdp nhét c6 higu qua, Khong nén khoi
dau diéu tri bang Symbicort khi bénh nhan dang & trong dot kich phat hen hodc bénh dién tién x4u hodc cép tinh. Can tham khao ¥ kién béc s néu triéu chirng hen van khdng dugc kiém soat hodc
x8u hon sau khi digu tri bang Symbicort . Co that phé quén kich phat cd thé xay ra véi triéu chirng thér kho khé téng Ién a6t ngdt sau khi hit thuéc. Lic d6, nén ngung dung Symbicort; nén danh
gié lai viéc digu trj va thay thé bang liéu phép khac néu can thiét. Cac tic dong toan than c6 thé xay ra khi diing bét ky corticosteroid dudng hit nao, déc biét khi dung liéu cao trong mét thi gian
dai, it xay ra khi dung corticosteroid dudng hit so voi khi dung corticosteroid udng. Theo doi chiu cao tré didu trj dai han vdi corticosteroid duang hit. Theo dai mat d xwong khi diing ligu cao
trong thori gian dai ma da c6 yéu t6 nguy co' gdy loang xuong. Néu cé bét ky Iy do nao cho thdy chirc nang tuyén thuong than bi suy gidm khi digu tri bang steroid toan than truréc d6, nén than
trong khi chuyén sang dung Symbicort cho benh nhan De giém thieu nguy co nhiém Candida hau hong, benh nhan nén du'(rc chi dan stc mieng béng nudc r‘éi nhd rasau m6i lan hit Iiéu duy tA. |
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cang lau cang t6t. Khdng khuyén céo diing Ileu phap digu trj duy tri va giam triéu chlmg hen bé&ng Symbicort & be,nh nhan duing chét (rc ché CYP3A4 manh. Than trong ddi voi bénh nhén nhiém
doc giap, u té bao wra crom, déi thao dudmg, gidm kali mau chura didu tri, bénh co tim phi dai tic nghén, hep dong mach chii dudi van vé can, ting huyét 4p néng, phinh mach hay cac rdi loan tim
mach tram trong khac nhur la bénh tim thiu méau cuc bg, nhip tim nhanh hoac suy tim nang, khoéng thri gian QTc kéo dai. Kha nang ha kali mau nang co thé xay ra khi dung ligu cao chat chi van
béta-2. Giong nhu cac chat chi van béta-2, nén xem xét dén tang curong kiém soat dudng huyét & bénh nhan déi thao dudng. Ta dugrc lactose chira mdt lugng nho protein sira cé thé gay phan
(rng dj (rng). CAC PHAN U'NG NGOAI Y: T4c dung toan than clia corticosteroid duorng hit c6 thé xay ra khi duing ligu cao trong mot thoi gian dai. Cac phan (rng phu nay thudmg nhe va bién mét
sau vai ngay didu tri. Thud'ng gép: hoi hop, nhim Candida héu hong, nhirc dau, run ry, kich (rng nhe tai hong, ho, khan tiéng. it gép: nhip tim nhanh, budn nén, chuét rit, chéng mat, kich dong,
bdn chon, néng nay, ri loan gidc ngu, vét bam da. Hiém gép: rung nhi, nhip nhanh trén thét, ngoai tam thu, ngoai ban, ndi m& day, ng(ra, viém da, phit mach, ha K mau, réi loan vi giéc, co thét phé
quan. R4t hiém gap: con dau that ngyc, co thét phé quan kich phét, ddu higu hay triéu chirng vé tac dung glucocorticosteroid toan thén, tang dudng huyét, tram cam, r6i loan hanh vi, dao dong
huy8t ap. Digu tri bang chét chii van béta-2 c6 thé Iam tang nbng dd insulin, axit béo ty do, glycerol va c4c thé cetone trong mau. PHY NU’ CO THAI VA CHO CON BU: Khong c6 dir liu lam sang
vé viéc dung Symbicort hodc dung phdi hop formoterol va budesonide & phu nir c6 thai. Dir liéu trén khoang 2.000 phy nir ¢é thai str dung thudc cho thdy khdng co nguy co' gay quai thai lign quan
dén viéc dung budesonide hit. Trong thai ky, Symbicort chi nén duing khi can nhéc thdy higu qua vugt troi nguy co. Nén dung liéu budesonide th&p nhét co hiéu qua dé duy tri sir kiém soét hen
(suyén) t6t. Budesonide durgc bai tiét qua sira me. Tuy nhién, ¢ ligu digu tri, chura ghi nhan c6 tac dong nao & tré b me dugc du doan. Chura biét formoterol c6 vao sira me hay khong. Viéc dung
Symbicort cho phu nir dang cho con b chi nén durgc can nhac néu loi ich cho ngurdi me cao hon céc nguy co' ¢ thé xay ra déi voi tre. ANH HUO'NG LEN KHA NANG LAI XE VA VAN HANH
MAY: khang anh hurdng hodc anh hirding khdng dang ké. TUO'NG TAC THUGC: Cac chét chuyén héa qua CYP P450 3A4 (nhur itraconazole, ritonavir) [am can tré qua trinh chuyén hoa budesonide.
Thudc chen béta cé thé lam giam hodc (rc ché tac dong clia formoterol. Diing dong thor véi quinidine, disopyramide, procainamide, phenothiazine, thudc khang histamin (terfenadine), IMAO va chéat
chdng tram cam 3 vong c6 thé lam kéo dai khoang QTc va gia tang nguy co loan nhip thét. L-Dopa, L-thyroxine, oxytocin va rrgu ¢ thé anh hudng tinh dung nap cta tim déi vai thude cudng giao
cam béta -2, Dung dong thai vi IMAO, furazolidone, procarbazine cé thé lam ting huyét ap. Téng nguy co loan nhip tim & bénh nhan dang géy mé véi hydrocarbon halogen héa. C6 thé co tac
dong cong hop manh khi diing véi céc thudc curdng giao cdm béta khac. Gidm kali mau c6 thé lam tang khuynh huréng loan nhip tim & bénh nhan diéu trj bang digitalis glycoside.
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