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Thuéc ké don!
Doc kﬁ huwdng dan sir dung triée khi diing
Néu can thém théng tin xin héi y kién bdc sy.

BUDECORT 0.5mg Respules
(Budesonide 0.5mg - Dung dich khi dung)

THANH PHAN

Moi nang 2mlL chira: @

Hoat chét: Budesonide BP ........ 0.5mg
T4 dwge: 0.32mg Polysorbate 80, 18mg Sodium Chloride; 0.2mg
Disodim edetate, Citric acid (dé diéu chinh pH) vira &4; Nuéc cét
vira du.

DUQC LUC HQOC

Budesonide la mét corticosteroid khang viém thé hién tinh chét
glucocorticoid manh va tinh chit mineralocorticoid yéu. Trén mé
hinh dong vat va trén in vitro budesonide c6 ai lyc vdi thu thé
glucocorticoid cao-hom xap xi 200 lan va hoat tinh khang viém tai
chd cao hon 1,000 lan so véi cortisol. Vi c6 tac dung toan thén,
budesonide c6 tdc dung manh hon 40 lin so véi cortisol khi tiém
duéi da va 25 lan khi ding duémg uéng & chudt trong nghién ciru co
tuyén trc.

Co ché khang viém cua corticosteroid trong diéu tri hen chua dugc
hiéu hoan todn. Corticosteroid dugc chimg minh c6 hoat tinh irc ché
nhiéu loai té bao (té bao lém, té bao wa eozin, bach cau trung tinh, dal
thyc bdo, va lympho bao) va cdc ¢hit trung gian (histamine,
eicosanoid, leukotriene, va cytokine) lién quan dén viém do dj émg
va khong do di tng. Hoat tinh khéng viém cua corticosteroid ¢6 thé
lam ting tac dung diéu trj hen.

* Nhirmng nghién ciru trén bénh nhan hen di cho thay ti 1é nghich giira

hoat tinh khang viém tai chd va tac dung corticosteroid toan than
trong khoang liéu rong ctia budesonide diing dé hit & nhitg dang
bao ché khic nhau, bao gdbm dang khi dung. Diéu nay dugc ly giai
béi sur téng hop cua cic yéu tb nhu: tic dung khang viém tai chd
twong ddi cao, sy phan hiy thudc (phan thude duoc hép thu qua
miéng) ¢ gan manh (85-95%) va tac dung cua cac chat chuyén hoa
yéu.

DUQC PONG HQC

Budesonide trai qua mdt qué trinh chuyén héa manh mé trong gan,
thanh cdc chit chuyén hoéa cé hoat tinh ghicocorticosteroid thép.
Hoat tinh glucocorticosteroid cla cdc chat chuyén héa chinh,
6p-hydroxybudesonide va 16a-hydroxyprednisolone la dudi 1%
hoat tinh ctia budesonide. Chuyén héa budesonide chii yéu théng

.qua CYP3A4, mot trong nhimg enzyme cytochrome p450.

Trong mdt nghién ciru, ding 100 mg ketoconazole hai 1an mdi ngay
thi nong d6 huyét twong cia budesonide dung dcmg thoi - dudng
unng (liéu 10mg duy nhat) ting lén khoang 7-8 ldn. Chua c6 thong
tin vé twong tac nay d6i voi budesonide dang hit, nhung nong do
huyét twong c6 thé ting 1én dang ké.

Gin 90% budesonide dugc nudt vao miéng bét hoat trong gan. Nong
d6 huyét tuong t6i da sau khi hit Img budesonide dang bét kho la
khoang 3.5 nmol/L sau 20 phut.

CHI DINH

Budesonide dugc chi dinh trong diéu tri hen phé quan khi cén thay

" thé hodc giam steroid dang udng, hoic “khi céc steroid khac khong

thich hop. ;

Diéu tri bénh bach hau thanh quén.

LIEU LUQONG VA CACH DUNG

Piéu tri hen: , <
Liéu budesonide tity theo timg ddi tugng bénh nhén. Lieu khai dau
hodc duy tri trong suot giai doan hen ndng hodc khi giam

- corticosteroid dwdng udng la:

Nguoi lém: 1-2 mg x 2 1in mdi ngay.

Tré em: 0.5-1 mg x 2 1in mdi ngay.

Liéu duy tri:

Liéu duy tri cling tiry theo timg b¢nh nhéan. Sau khi dat dl.rqrc céc tae
dung mong muon trén lam sang, lidu duy tri duogc giam dan dén mirc

thép nhét co thé dé kiém sodt triéu chimg.

Nguwori lén: 0.5-1 mg x 2 1in mdi ngay.

Tré em: 0.25-0.5mg x 2 1dn mdi ngdy.

Nhigng bénh nhin phu rhupc vao steroid dang uéng

Khi chuyén bénh nhén tir diéu tri véi steroid dang uéng sang dung
Budecort 0.5mg Respule, bénh nhin phai & trong giai doan twong
d6i én dinh. Ding két hop lidu cao Budecort 0.5mg Respule vi
steroid sir dung tir trude trong khoang 10 ngay. Sau d6, gidm tir tir
thube dang udng (vi du 1mg prednisolone, hodc tuong duong, méi 4
ngay) dén mitc thép nhét c6 thé. Liéu Budecort 0.5mg Respule
khong dugc thay di khi bénh nhén vin dang ding corticosteroid
dang ubng. Trong nhiéu truomg hop, c6 thé thay thé hoan toan
steroid dang udng bang Budecort 0.5mg Respule. Trén nhimg bénh
nhan khéc, c6 thé can dung liéu duy tri steroid dang ucmg

Nhitng bénh nhin khong phu thugc steroid dang ubng:
Diéu tri véi liéu khuyén cdo Budecort 0.5mg Respule thong thuong
co tic dung trong vbng 10 ngay. O nhimg bénh nhin bai tiét qua
nhiéu niém dich phc qu&n ngoai viéc ding Budecort nén bd sung tri
li¢u ngén (khoang 2 tuin) véi corticosteroid dang ubng, bit diu véi
liéu cao va giam dén.
Diéu tri bénh Bach hiu thanh quin:

. A . gr R -
Liéu don 2 mg hodc hai liu Img cach nhau 30 phit. ey
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Khoang 11-22% liéu thong thuong budesonide dugc cung cdp cho
bénh nhén phu thudc vao dung cu dung khi. Str dung mét na kin & tré
so sinh va tré nhé c6 thé ting lugng budesonide dugc hit vao.

CHONG CHI PINH

Qué man védi budesonide hoac bét ky thanh phin nao cta thude.
CANH BAO VA THAN TRONG

Theo d6i chat ché nhitng bénh nhan chuyén tir corticosteroid dudng
uéng sang dung Budecort 0. Smg Respules. Cén chim séc dic blet
cho nhimg bénh nhén lao phdi, va nhiém khuén va virus.

Bénh nhan nhi dang ding cicthudc trc ché mién dich dé nhiém tring
hon so véi tré khoe manh. Ching han, thay dau va sdi c6 thé ning
hon hodc tham chi gy tir vong & nhirg tré dung corticosteroid trc
ché mién dich. Trong qua trinh diéu trj lau dai, cin kiém soét chirc
ning huyét hoc va hoat déng cua tuyén thuong thén.

Bénh nhén suy gan

Suy chirc ning gan c6 thé anh hudng dén thanh thai corticosteroid.
Dugc dong hoc ctia budesonide bi anh hudng bai chirc niang gan bi
suy giam, diéu nay dugc chimg minh bdi tic dyung toan than ting gip
d6i sau khi dung thudc dudmg udng. Tuy nhién, duge déng hoc cia
budesonide dung dudng tinh mach 1a twong ty trén nhitng bénh nhan
x0o gan va trén nguoi khoe manh.

Phuy nir mang thai va cho con b

Tranh ding thuéc cho phu nit dang mang thai néu khéng ¢ 1y do
thue sy thuyét phuc.

Khéng rd thudc c6 bai tiét qua sira me hay khong. Vi viy, diéu tri
phdi hop duogc chi dinh cho phu nir trong thoi ky nubi con b chi khi
1¢i ich vugt tréi nguy co tiém tang,

Tac djng lén kha ning l4i xe va véin hanh mdy méc

Thuéc khong anh huong dén kha ning 14i xe va van hanh may moc.
Céc dir li¢u an toan tién lim sang

Ddc tinh cdp cua budesonide thip va cudng dd twong ty nhu cic
glucocorticosteroid ~ khiac  (beclomethasone  dipropionate,
fluocinolone acetonide).

Két qua tir cic nghién ciru dgc tinh ban cip va déc tinh man cho thiy
tac dyng toan than cua budesonide it n ghiém trong hon hodc twong
tu nhu cia céc glucocorttcostermd khac, ching han: chim ting cén
vi teo md lympho va vo tuyén thugng than.

Budesonide khong gy dot bién gen hodc vun gen trong céc nghién
ctru khac nhau: test Ames Salmonella/ nhiém séc thé, test nhan sinh
san & chudt, test lympho & chugt, test sai hinh nhiém sdc thé trén té
bao lympho & nguoi.

Trong mét nghién ciru vé kha ning giy ung thu, ti 1¢ buéu ndo &
chudt dyc ting lén, nhung ti 1¢ nay khong thé xéc dinh dugc & nghién
ctru nhéc lai. Cac thay d6i & gan (u gan nguyén phat) phat hi¢n trén
chudt dyc trong nghién ciru co ban vé kha nang gy ung thu, cling

dugc thay trong nghién ctru lap lai véi budesonide. Trong nghién
ciru vé sinh san trén dong vit, budesonide dugc chimg minh la gay
dj tat (hé ham éch, di tat xuong). Tuy nhién, nhig anh hudng nay
khong lién quan dén ngudi khi dung lidu khuyén céo.

TUONG TAC THUOC

Chuyén héa budesonide chii yéu théng qua CYP3A4, mot enzyme
trong nhém cytochrome p450. Vi vy, cac thude e ché enzyme nay
nhu ketoconazole va itracunazole, ¢6 thé lam ting ndng d6 toan than
cua budesonide. Cac chat (rc ché manh CYP3A4 khac cling c6 thé
lam ting dang ké nong 4o huyét tuong cua budesonide.

TAC DUNG KHONG MONG MUON

Nhin chung budesonide dl.rgc dung nap tot. Phan ¢ irng kich thich nhe
& hong, ho, khan giong, nhiém nim Candida & miéng- -hong da dugc
bao cao. Hiém gip céc truong hop phan ng trén da, me day, ngira,
ban, viém da. Trong mét so trudomg hop, kich {mg da mét xay ra khi
sir dung dung cu dung khi kém mit na. Dé phong tranh hién tuong
kich 1 ung nay, nén rira médt sau khi sir dung mit na.

Néu nhiém nim candida miéng-hong, c6 thé dung cac thube tri ndm
phu hgp trong khi diéu tri v&i budesonide.

Thong bao cho bac sy nhitng tac dyng phu gap phai khi ding
thuoc!

QUA LIEU

Nhing triéu chimg qué liéu gdm kich thich va cam gidc bong rat &
niém mac mii, hit hoi, nhiém ndm candida trong mili, nhirc dau. Khi
diing thube qua liéu c6 thé xay ra ting niing vo tuyén thuong thin va
\rc ché tuyén thugng than; trong nhimg truong hop nay can nhic dé
quyét dinh tam ngimg hoic ngimg hin corticosteroid.

TUONG KY: Khéng c6 twong ky gitra cac thanh phén cua thube.
TIEU CHUAN: NSX.

PONG GOI VA BAO QUAN:

Hop 4 dai x 5 nang x 2mL. ‘

Bao quan dudi 30°C, tranh anh siang. Khéng dé dong bang.

Dé xa tam tay tré em!

HAN DUNG: 24 thang ké tir ngay san xuit.
Khéng ding thuéc da qud han in trén bao bi.

NHA SAN XUAT: CIPLA LIMITED
L-139 to 146, Verna Industrial Estate,
Vema Goa, India.
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