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Tén thuoc: BUDEREN
Hoat chét, ndng do:
Budesonide 2 mg/ml
M&i liéu xit chita 100y
Qui cach dong goi:
chai 10ml/Hép '
Chi dinh, cach ding, ching
chi dinh:
Xem tér hudng din si dung.
Dang bao ché:
Khi dung xit miii
S6 dang ky: VN-
86 16 SX: XXXX
NSX: XXXXXXXX
HD: XX/ XX/XXXX
| Bao quan: Dugi 30°C.
Nha san xudt:
RAFARM SA
| Thesi Pousi-Hatzi Agiou [
Louka, Paiania Attiki,
19002, PO Box 37, Hy Lap
Giir gidy phép:
BALU SA.:
| 30" km Athens-lavrio
Avenue 19003 Markopoulo
|| Attikis, Hy Lap .
| Doanh nghiép nhép khau:
|cong ty X
| Xuat xir: Hy Lap
“8¢ xa tam tay tré em”
“Boc ky hwdng din s&
| dung truedc khi ding”
“ Cfc théng tin khac dé
n;hl xem trong to hwimg
dan sir dung kém theo”
|

BUDEREN

Budesonide 2 mg/ml

Nasal spray

h9(93

| Each ml contains

2 mg Budesonide.
Each dose contains
100 mcg Budesonide

Excipients: Dextrose (Glucose)

anhydrous,polysorbate 80,
potassium sorbate, acid
hydrochloric,water
purified,Cellulose
microcrystalline & carmellose
sodium, disodium edetate

See enclosed leafiet
Store at < 30°'C

Shake before use

Keep out of children reach

Manufacturer: RAFARM SA

| Thesi Pousi-Hatzi Agiou Louka,

Paiania Attiki, 19002, PO Box
37, Greece

Made in EU for BALU SA.:
30th km Athens-lavrio Avenue
19003 Markopoulo Attikis,
Greece

BUDEREN
Budesonide 2 mg/mi
Nasal spray

LOT.:

EXP.:

\ .
| /

Each ml cortain 2 mg Budesonide.

Stare al < 30'C Shake betors use
Manufactirer: RAFARM

18002, PO Box 37, Greece
Mads in EU for BALU SA.:

30th lom Afhens-(avro Avenue
19003 Markopoulo Afikis. Greece

Each dose contains 100 meg Budesonide

SA
Thesi Fous-Hatel Agiou Louka. Paiama Attik .




BUDEREN |
Khi dung xit miii 100 mcg/liéu : 200 liu.

Thanh phén
Cho | mi
Budesonide 2mg

Td dwoe. Cellulose microcrystalline & natri carmellose, polysorbate 80,
Dextrose (glucose) khan, dinatri edetate, acid hydrochloric, kali sorbate, nudc
cat.
Dwrgre lye
Budesonide la mét glucocorticosteroid c6 tac dung khang viém tai chd cao. Co
ché tac dong chinh xac cia glucocorticosteroid trong diéu tri hen chua duoc hiéu
hoan toan. Cac tac dong khang viém nhu e ché su phong thich cac chat trung
gian gdy viém va e ché dap img mién dich qua trung gian cytokin la quan
trong. Hoat tinh cua budesonide duge do bang ai luc cia né déi véi cac thy thé
glucocorticosteroid cao hon khoang 15 1an so véi hoat tinh cua prednisolone.
Khi dang dur phong truge khi kich thich dudng mii, budesonide chimg to ¢o tac
dung bao vé chéng lai su thdm nhép bach cdu ai toan va gy qud mén.
d liéu diéu tri, BUDEREN khong gay ra bét ky thay ddi nio quan trong vé mat
lam sﬁng o mire nbng dd can ban cua cortisol trong huyét trong ciing nhu dap
tmg v@i kich thich cia ACTH. Tuy nhién, sir gidm luong cortisol trong huyét
tuong va nude tidu co lién quan dén lidu s dung da dugce ghi nhin & nhing
ngudi tinh nguyén khoe manh sau thoi gian ngén su dung BUDEREN.
Dwge djng hqc
Budesonide c6 thé tich phan bd khoang 3 L/kg. Ket hgp v&i protein huyét tuong
12 85-60%. Budesonide chuyén hoa giai doan ddu qua gan manh (khoang 90%)
inh cc chét chuyén hoa co hoat tinh glucocorticosteroid thép. Cac chit
uyén hoa chinh 6-B-hydroxybudesonide vi [6--hydroxyprednisolone ¢ hoat
tinh glucocorticosteroid thédp hon 1% hoat tinh nay ctia budesonide. Budesonide
khéng bi bat hoat tai chd & mii.
Budesonide duge thai trir qua su chuyén hoa ma dugc xic tac chi yéu bi men
CYP3A4. Céc chit chuyén hoa dugc bii tiét qua than dudi dang khéng déi va
dang két hop. Khong tim thiy budesonide dang khéng ddi trong nudc tiéu,
Budesonide co d6 thanh théi toan thén cao (0,9-1,4 liv/phiit), va thoi gian ban
hay trong huyét tueng sau khi tiém tinh mach trung binh khoang 2-3 gio.
Chi dinh
Vigm miii di tmg quanh nim va viém miti dj img theo mia. Diéu tri tridu chimg
polyp mit.
Chiong chi dinh
Tién st nhay cam vai bt ky thanh phén nao ciia thude.
Chii § dé phong va thin trong hic diing
Khi diing dai han & lidu cao, tac d6ng toan thin cua glucocorticosteroids nhur la
cudng ndng vo thuong than, suy tuy thuong than vi/hodc chidm phat trién & tre
em ¢6 thé xay ra. Chua tluet l&p dnh huong lau dai clia thudc steroid dudng mii
@ tré em. Diéu tri bing thudc co chira cortisone ¢o thé din dén chim phat tridn.
Nén Lheo doi thudng xuyén tinh trang phat trién clia tré em va tré vi thanh nién
khi diéu tri dii han bing corticosteroid, bit ké & dudng diing nao. Néu nghi ngé
¢6 tinh trang chdm phat trién, phai xem xét lai viéc ding thude. Lgi ich cua diéu
tri voi glucocorticosteroid phai duoc dat trong méi twong quan v&i nguy co cod
thé xdy ra sy irc ché phat trién.
an trong khi didu tri cho bénh nhan chuyén tir glucocorticosteroid tac dung
ﬁn than sang ding BUDEREN khi nghi ngo cd rdi loan truc ha dbi-tuyén yén-
yén thuong than. O cic bénh nhan nay, liu steroid todn thin nén giam mot
cich than trong va xem xét dén vige kiém tra chirc nang viing ha ddi-tuyén yén-
tuyén thuong than. Bénh nhan ciing c6 thé cin diing thém steroid toin thin trong
céc giai doan stress nhu phdu thudt, chin thuong...
Chirc niing gan giam nang s& anh hudng dén duge dong hoc cia budesonide
ubng, lam giam téc d6 thai trir va tang tinh kha dung sinh hoc toan than. Nén chi
¥ céc tac dong toan thin c6 thé xay ra.
Cén dac biét theo d6i nhimg bénh nhin lao phéi.
Nén tranh tiép xic BUDEREN vdi mat. Néu BUDEREN tidp xic vio mit, nén
rira ngay voi nudc.
Nén tranh ding ddng thoi voi ketoconazole hodc céc chit rc ché CYP3A4 manh
khic. Néu phai ding két hgp thi khoang cach ding budesonide vi céc thubc nay
cing xa cang tot.
Anh huéng trén kha niing l4i xe va vin hanh miy:
BUDEREN khéng anh huong dén kha nang lai xe va vin hanh may.
Liic 6 thai va lic nudi con bi
Liic ¢o thai:
Trong cdc nghién ciru trén sic vat, vigc s dung budesonide, cing nhu cac
glucocorticosteroid khéc, c6 thé gay bit thudng cho sy phat trién bao thai. Mic
du nghién clru tac d(}ng niy & ngudi chua dugc xac dinh, BUDEREN khéng nén
diing cho phu nif ¢ thai trir khi thye sy cén thiét,
Liic nudi con bii:
Budesonide bai tiét qua sira me. BUDEREN khéng nén ding cho phu nir cho
con ba trir khi thye sy chn thiét,
Twong tdc thude ]
Ketoconazole & chét irc ché CYP3A4 manh khac: giam chuyén hoa Budesonid.
Téc dung ngoai ¥
Khoang 5 % b¢nh nhén ding thudc c6 thé c6 cac phan tmg phu sau dugi dang
kich img tai cho.
Thing thuwedng (> 1/100):
Ducmg hé hdp: Kich (mg tai chd, xuét tiét duong mili nhe, chay mau cam.

Hiém giip (< 1/1000);

Toan thdn: Phu mach,

Da: N6i mé day. ndi mén, viém da, ngia”
Duong hé hdp- Thung vach NZATTNL loét niém mac.

Pa ghi nhan cac phan img qua mén tic thi hogc mudn bao gom ndi mé day, ndi
min, viém da phil mach va ngira. Rat hiém truomg hop c6 thé xay ra loét niém
mac va thing vach ngan mii. Nguyén nhan cua cac phan (mg phu nay (do dung
steroid, bénh tiém 4n holic cac yéu 16 khac) vin chura duoc rd.

“Théng bdo cho bdc sy nhitmg tde dung khong mong muon gdp phdi khi sie
dung thuoc”

Lidu lrgng va cich ding

Lidu legmg:

Biéu chinh liéu phii hop timg ca nhan.

Viém miii: . .

Nguwai lom va tre em 2 > 6 tuoi: Liéu khoi ddu khuyén céo la 200 rmcmgramfngay
(xit 1 nhat vao mi mii). Hiéu qua lam sang dat dugcsau ! -2 tuan, lidu duy tri
nén giam xuéng lidu thép nhét ma vin kiém soat duoe tricu chimg.

Diéu tri triéu chimg polyp miii;

Ngudi lom va tre em = 6 tudi: Lidu khuyen céo 1 200 microgram méi ngly (xit
| nhdt vio mdi mii). Sau khi d& dat dl.rcrc hidu qua | ldm sing mong muén, liéu
duy tri nén duge giam dan cho dén lisu thap nhat can d# kiém sodt duge tridgu
chimg.

Hicong dan sie dung BUDEREN:
Trudc khi ding éng xit BUDEREN lan déu, lic 6n° thuéc va bom vai lén (5-10
lan) vao khong khi. dé dat dugc hdn dich phun ma dong nhat Néu khong dung
mdi ngay, éng thudc phai dugc bom lai. Lan nay, chi ¢in bom mét lan vio
khang khi la du.

1. Hi mai sach. 3
2. LAC chai lhudc Mg nap bao vé.
3. Cim fmg thude thang hudng lén.

4. Pat dinh énﬂ thus’_‘oc vao 18 miii va bom theo liéu chi dinh.

. Tuong tu, bom thudc vao bén mili kia.

4. Day nip bao vé lai. Khing ding BUDEREN nhiéu hon liéu chi dinh.

Tré em:

Tré em chi nén sit dung BUDEREN dudi si huéng din cia ngudi lon dé bdo

dam diing ding céch va ding liéu chi dinh ké toa.

Rira sach: ]

Thurtng xuyén nira sach cac phén bang nhira. Ma nap bao vé v do phan dat

vao mili mau tring. Rira sach cac phin bing nhya nay trong n

phan bing nhua kh6 hoan toan trong khdng khi trudc kht ddy nap lai.
'F)oc ki hmmg ddn sit dung trucce khi diing. Néu cdn thém rhong\rm é hoi y

kién Bdc 57’ g

Qui lidn N
Dung liéu cao BUDEREN, ngay ci trong truomg hop qué liéu cﬂng kh,ﬁﬁ phai
1a van dé trong lam sang. Khi sir dung liéu qua mirc trong th.ﬁ'i- gi i

ddng glucocorticosteroid toan thin nhu cudng ning vo thucrng tbahqr

thuong than cé kha nang xay ra.

Bio quin: Dudi 30°C.

Pé xa tdm tay tré em.

bong gbi: Hop | chai 10 ml .

Han diang: 2 nam ke tir ngay san xuat

Nhi sén xufit: RAFARM S.A.

Thesi Pousi-Hatzi Agiou Louka. Paiania Auiki. 19002, PO Box 37. Hy Lap

Giir gily phép: BALU S.A.

30" km Athens-Lavrio Avenue 10003 Markopoulo Attikis, Hy Lap

TUQ CUC TRUONG
TRUBNG PHONG

Nyuyin Huy Hing
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